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No. 8908. 


FRED B. COLLIER and DIANNE I. COLLIER, d/b/a 
XU-BASIC PRODUCTS COMPANY, Royal Oak, 
Michigan, Appellants , 

v. 

PAUL V. MeNUTT, Federal Security Administrator, 
PAUL B. DUNBAR, Commissioner of Food & Drug 
Administration, GEORGE P. LARRICK, Acting Com¬ 
missioner of Food & Drug Administration, Appellees. 


Appeal from the District Court of the United States for the 

District of Columbia. 


BRIEF FOR APPELLANTS. 


JURISDICTIONAL STATEMENT. 

This Court has jurisdiction in this case by virtue of the 
provisions of Title 17, Sec. 101 of the District of Columbia 
Code (1940), since this is an appeal from an order of the 
District Court of the United States for the District of Co¬ 
lumbia granting a Motion to Dismiss Petition. (App. 49.) 

The District Court had jurisdiction under Title 11, Secs. 
301 and 306 of the District of Columbia Code (1940) be¬ 
cause of a petition filed therein by appellants (App. 2), 
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seeking injunctive relief from acts purportedly authorized 
by Sec. 304(a) of the Federal Food, Drug and Cosmetic 
Act, 21 U. S. C. A. 334(a); 52 Stat. 1044. 

STATEMENT OF CASE. 

At Royal Oak, Michigan, appellants manufacture and 
thereafter market in interstate commerce, a drug prepara¬ 
tion under the trade name of Pso-Ridisal, for external ap¬ 
plication only, to the skin. (App. 2.) 

Pso-Ridisal contains mineral and vegetable oils with 
approximately *4 gram of sulfanilamide per fluid ounce 
and not more than 1 gram of phenol per 100 c.c. (App. 31.) 

Following the holding of the Federal District Court, 
W. D. Missouri, IV. D. (54 F. Supp. 759, decided April 3, 
1944) that the label was not misleading for failure to con¬ 
tain appropriate warning of danger incident to the use of 
the preparation, a new label deleting certain words which 
the Court held to be otherwise misleading was prepared. 
All accompanving literature likewise was revised. (App. 
3.) 

Beginning in July, 1944, and up to September 20, 1944, 
the date of filing the petition for injunction in the District 
Court of the United States for the District of Columbia, 
appellees caused multiple seizures to be made and libels, 
based upon the same general allegation of misbranding, to 
be filed against said new and revised label in widely scat¬ 
tered cities from Miami, Florida to Denver, Colorado, and 
threaten to make further seizures and to institute further 
libel proceedings. (App. 3-4.) 

The multiple libels and seizures made and threatened to 
be made are illegal, constitute deprivation of due process 
o£ law, are ruining appellants * business, causing irrepara¬ 
ble damage, and up to September 21, 1944, had caused ap¬ 
pellants a loss in excess of $100,000. (App. 4, 8-9.) 

To avert further loss and damage appellants filed suit 
in the United States District Court for the District of Co¬ 
lumbia seeking injunctive relief. (App. 2.) Upon affidavits 
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and argument the lower court denied that relief and dis¬ 
missed the action. (App. 49.) Hence this appeal. 

STATUTE INVOLVED. 

Section 304(a) of the Federal Food, Drug, and Cosmetic 
Act, approved June 25, 1938, 21 U. S. C. A. 334(a), 52 Stat. 
1044, which is the statute primarily involved, reads as fol¬ 
lows : 

1 * Seizure 

“Sec. 304. (a) Any article of food, drug, device, or 
co’smetic that is adulterated or misbranded when intro¬ 
duced into or while in interstate commerce, or which 
may not, under the provisions of section 404 or 505, be 
introduced into interstate commerce, shall be liable to 
be proceeded against while in interstate commerce, or 
at any time thereafter, on libel of information and con¬ 
demned in any district court of the United States with¬ 
in the jurisdiction of which the article is found; Pro¬ 
vided, however, That no libel for condemnation shall 
be instituted under this Act, for any alleged misbrand¬ 
ing if there is pending in any court a libel for condem¬ 
nation proceeding under this Act based upon the same 
alleged misbranding, and not more than one such pro¬ 
ceeding shall be instituted if no such proceeding is so 
pending, except that such limitations shall not apply 
(1) when such misbranding has been the basis of a 
prior judgment in favor of the United States, in a crim¬ 
inal, injunction, or libel for condemnation proceeding 
under this Act, or (2) when the Secretary has probable 
cause to believe from facts found, without hearing, by 
him or any officer or employee of the Department that 
the misbranded article is dangerous to health, or that 
the labeling of the misbranded article is fraudulent, or 
would be in a material respect misleading to the injury 
or damage of the purchaser or consumer. In any case 
where the number of libel for condemnation proceed¬ 
ings is limited as above provided the proceeding pend¬ 
ing or instituted shall, on application of the claimant, 
seasonable made, be removed for trial to anv district 
agreed upon by stipulation between the parties, or, in 
case of failure to so stipulate within a reasonable time, 
the claimant may apply to the court of the district in 
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which the seizure has been made, and such court (after 
giving the Uniteo States attorney for such district rea¬ 
sonable notice and opportunity to be heard) shall by 
order, unless good cause to the contrary is shown, spe¬ 
cify a district of reasonable proximity to the claim¬ 
ant's principle place of business, to which the case shall 
be removed for trial. ” 

Also Section 12 of Reorganization Plan No. IV, 5 Fed¬ 
eral Register 2422, 54 Stat. 1237, which reads as follows: 

“Sec. 12. Transfer of Food and Drug Administra¬ 
tion. The Food and Drug Administration in the De¬ 
partment of Agriculture and its functions, except those 
functions relating to the administration of the Insecti¬ 
cide Act of 1910 and the Naval Stores Act, are trans¬ 
ferred to the Federal Security Agency and shall be 
administered under the direction and supervision of 
the Federal Security Administrator. The Chief of the 
Food and Drug Administration shall hereafter be 
known as the Commissioner of Food and Drugs.’’ 

STATEMENT OF POINTS ON WHICH APPELLANTS 

INTEND TO REPLY. 

1. The Court erred in making its Findings of Fact num¬ 
bers 3, 4, 5, 6, 8, 9, 11, 12 and 13. 

2. The Court erred in making its Conclusions of Law. 

3. The Court erred in denying plaintiffs’ Motion for a 
Preliminary Injunction. 

4. The Court erred in granting defendants’ Motion to 
Dismiss the action. 

5. The Court erred in granting defendants’ Motion for 
Summary Judgment. 

6. The Court erred in dismissing the action. (App. 51.) 
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SUMMARY OF ARGUMENT. 

Appellants’ argument in support of the points relied 
upon herein may be summarized as follows: 

1. Pso-Ridisal was not lawfully subject to multiple seiz¬ 
ures or libels under Sec. 304(a) of the Food, Drug and Cos¬ 
metic Act, for alleged misbranding, because said alleged 
misbranding had not been the basis of a prior judgment in 
favor of the United States. 

2. Pso-Ridisal was not lawfully subject to multiple libels 
under Sec. 304(a) of the Food, Drug and Cosmetic Act 
because the Administrator had not made a finding of prob¬ 
able cause to believe that the alleged misbranding was 
fraudulent, or would be in a material respect misleading to 
the injury or damage of the purchaser or consumer. 

3. Since the multiple seizures and libels were not author¬ 
ized by the statute appellants have been subjected to arbi¬ 
trary oppression, injury and deprivation of due process of 
law, contrary to Amendment 5 of the Constitution of the 
United States. 


' ARGUMENT. 

Pso-Ridisal Was Not Lawfully Subject to Multiple Seizures 
and Libels Under Section 304(a) of the Food, Drug 
and Cosmetic Act, 1938, for Alleged Misbranding, Be¬ 
cause Said Alleged Misbranding Had Not Been the 
Basis of a Prior Judgment in Favor of the United 
States. 

Section 304(a) of the Food, Drug and Cosmetic Act, 1938, 
is Section 10, amended, of the Food and Drug Act, 1906, 
(U. S. C. A. 1934 ed., title 21, sec. 14). The pertinent part 
of section 10 of the 1906 Act reads as follows: 

“Sec. 10. Any article of food, drug, or liquor that is 
adulterated or misbranded within the meaning of this 
Act, and is being transported from one State, Terri¬ 
tory, District, or insular possession to another for sale, 
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or, having been transported, remains unloaded, un¬ 
sold, or in original unbroken packages, or if it be sold 
or offered for sale in the District of Columbia or the 
Territories, or insular possessions of the United States, 
or if it be imported from a foreign country for sale, or 
if it is intended for export to a foreign country, shall 
be liable to be proceeded against in any district court 
of the United States within the district where the same 
is found, and seized for confiscation by a process of 
libel for condemnation.” 

It will be noted that Section 10 contained no limitation 
or restriction against multiple seizures and libels. Accord¬ 
ingly, the ease of National Remedy Company v. Hyde, Sec¬ 
retary of Agriculture, 50 F. (2d) 1066; 60 App. D. C. 252, 
decided June 1, 1931, under the 1906 Act, has peculiar sig¬ 
nificance here. 

The National Remedy Company marketed in interstate 
commerce a drug known as B. & M. External Remedv. In a 
proceeding of libel of condemnation for misbranding, in a 
District Court of the United States, judgment was entered 
for the Remedy Company. Later, multiple libels for mis¬ 
branding based on the same general allegations, were filed 
by the Government, and others were threatened. The Rem¬ 
edy Company sought injunctive relief in the Supreme Court 
of the District of Columbia, which was denied. Upon ap¬ 
peal the Court of Appeals of the District of Columbia re¬ 
versed the lower court, stating, through Associate Justice 
Robb: 

“* • * In the present case, the action and proposed ac¬ 
tion of the Department would, under the averments of 
the bill, in effect deprive appellant of its property 
through the destruction of its business before the issues 
involved could be determined by the court. The result, 
therefore, would be little different than as though no 
provision had been made for judicial review. Such a 
course of conduct on the part of the Department 
amounts to arbitrary exercise of power, and is a de¬ 
privation of due process of law. * * (Page 254, 
60 App .D. C.) 
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The decision in the Natio?ial Remedy Company case, it 
should be repeated, was made under the 1906 statute which 
contained no limitation against multiple seizures and libels. 
Yet, multiple seizures and libels thereunder were held to 
be unlawful and an arbitrary exercise of power. 

Passing now to the 1938 Act, we find that Congress delib¬ 
erately placed definite limitations against multiple libels. 
The principle of only one libel proceeding based upon an 
alleged misbranding pervades and dominates Section 
304(a) of the 1938 Act. This is manifest from the proviso 
following the general authorization of seizure and libel, 
viz.: 

“* * * Provided, however. That no libel for condemna¬ 
tion shall be instituted under this Act, for any alleged 
misbranding if there is pending in any court a libel for 
condemnation proceeding under this Act based upon 
the same alleged misbranding, and not more than one 
such proceeding shall be instituted if no sucli proceed¬ 
ing is so pending, * * 

Only two exceptions are made from this one-libel prin¬ 
ciple. The first exception is that the limitations to one libel 
proceeding shall not apply. 

“ (1) when such misbranding has been the basis of a 
prior judgment in favor of the United States, in a 
criminal, injunction, or libel for condemnation pro¬ 
ceeding under this Act,” (Sec. 304(a)). 

The second exception, which is not pertinent here, will 
be considered in a subsequent section of this brief. 

Exception (1) imposes a prerequisite to the instituting 
of more than one libel proceeding, viz., a prior judgment in 
favor of the United States in a criminal, injunction or libel 
for condemnation proceeding, under the Act. Nowhere in 
the transcript of record is there any intimation whatever 
of any criminal or injunction proceeding instituted by the 
United States. The only injunction proceedings referred 
to are those instituted by Appellants, and dismissed at 
Appellants’ own request. (App. 17, 18.) Accordingly, the 
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precedent requirement of a judgment in favor of the 
United States in a criminal or injunction proceeding has 
not been met; and we shall now pass on to a consideration 
of the question of a prior judgment in a libel proceeding. 

The preparations styled by appellants Pso-Ridisal, Sulfa- 
Seb and Sulfa-Ped are one and the same. (App. 14.) The 
labels on these preparations were involved in the case of 
United States v. 50 z /± Dozen Bottles, More or Less, of Sulfa- 
Seb et al., 54 F. Supp. 759, decided April 3, 1944, by the 
District Court, IV. D., Missouri, IV. D., Otis, District Judge. 
Th^ amended information of libel was filed therein on Feb¬ 
ruary 14,1944, and charged that the preparations were mis¬ 
branded. The Court condemned the labels, making the fol¬ 
lowing findings of fact: 

“Findings of Fact 

. “1. The label ‘Sulfa-Seb’ is false and misleading in 

that it represents that the preparation labeled is a rem- 

edv effective as a treatment for the commonly known 
» * 

maladies affecting the scalp and hair, whereas its only 
value is in relieving an itching scalp and in temporar¬ 
ily, in some instances, removing dandruff, and it is false 
and misleading in that it represents that the prepara¬ 
tion labeled is a treatment or control for infections in 
the scalp and round the follicles of the hair. 

“2. The label ‘Sulfa-Ped’ is false and misleading in 
that it represents that the preparation labeled is a 
treatment of and will control the conditions identified 
with fungus and bacterial conditions of the feet. 

“3. Neither the labels of ‘Sulfa-Seb’ or ‘Sulfa-Ped’ is 
misbranded in that it does not contain an appropriate 
warning of dangers incident to the use of the prepara¬ 
tions.” (Page 764) 

Briefly, therefore, the labels were found to be misbranded 
because of representations that the preparation was (1) a 
remedy as a treatment or control for maladies affecting the 
scalp and hair, and (2) a treatment and control of condi 
tions identified with fungus and bacterial conditions of the 
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feet. The “relieving” and “dandruff-removing” values 
of Sulfa-Sed were recognized; and the Court was careful to 
state in its opinion with reference to Sulfa-Ped label: 

“* * * There cannot be any objection to much of this 
label. Most of it is entirelv true and accurate. * * •” 
(Page 763) 

Nor was either one of the labels held to be misbranded be¬ 
cause it did not contain an appropriate warning of dangers 
incident to the use of the preparation. 

After the decision in the above case, as stated on page 2, 
paragraph 5 of the petition herein with reference to Pso- 
Ridisal: 

“5. A new label which was prepared in accordance 
with the findings of the Court, deleting certain words 
from the label which the Court held to be misleading, 
was prepared and affixed to the remedy in question, and 
all of the other literature such as pamphlets, booklets, 
circulars and printed matter accompanying the sale of 
the product was revised accordingly. Plaintiffs then 
sold and distributed their remedy in interstate com¬ 
merce where it was carried, stocked and sold by many 
thousands of drug dealers in nearly all of the States in 
the Union and the District of Columbia.” (App. 3.) 

The first libel proceeding against the new Pso-Ridisal 
label was filed in July, 1944. (App. 3.) The substantial 
differences between the old label and the new label are 
sharply exposed by the libels themselves. For example, 
the amended libel of February 14, 1944, charged the prep¬ 
aration was misbranded in that the following statements 
appeared on the label: 

“Pso-Ridisal A Treatment for Skin Diseases * * * 
Designed to * * * protect against infection resulting 
from skin irritations * # * Recommended for Psoriasis, 
Athlete’s Foot * * • Dandruff, Eczema Acne • * * 
Diaper Rash Industrial dermatitis # * *.” (App. 19-20.) 
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also, 

“That the article is further misbranded within the 
meaning of 21 U. S. C. 352 (f) (2) in that the labeling of 
the article fails to bear such adequate warnings against 
unsafe dosage or method of administration or applica¬ 
tion in such manner and form as are necessary for the 

•> 

protection of users since the article contains sulfanila¬ 
mide and the labeling of the articles fail to bear a warn- 
that their use should be discontinued if a new skin rash 
appears or if the skin condition under treatment be¬ 
comes worse.” (App. 20.) 

The label involved in the following libel is the new label 
which was prepared and adopted sometime after the decision 
in the Missouri case of April 3, 1944. (App. 3.) 

The libel of August —, 1944, charged misbranding in 
that the following statements, among others, appeared in 
the label: 

“This preparation is intended * * * to soothe the * * * 

1 irritation and discomfort resulting from such skin dis¬ 
eases as Psoriasis, Dermatitis, Eczema, • • * Athlete’s 
Foot and Dandruff, and to assist in removing * * * un¬ 
sightly lesions * # *.” (App. 25-26.) 

“Warning. Initial application should be confined to 
a small area of body to permit comparison between 
treated and untreated parts. Should undesirable reac¬ 
tion occur, discontinue use immediately and consult 
your physician. Use only as directed.” (App. 26.) 

“Directions. This preparation is intended * * * to 
soothe • * * irritation and discomfort resulting from 
1 such skin diseases as * * # Impetigo * • * Shake well 
before using and then apply locally by a gentle finger 
massaging of affected parts.” (App. 26-27.) 

Accordingly, the libels themselves bare unmistakably the 
substantial changes made in the label since the decision in 
the Missouri case. That case, therefore, and the libels filed 
before July, 1944, are of historical interest only; and pro¬ 
ceedings involving the old label cannot and do not constitute 
prior judgments against the new label. 
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As to the libels filed in July, August and September, 
1944, they were based upon the same general alle¬ 
gations of misbranding. (App. 4.) More than one such 
libel was expressly inhibited by the statute, in the absence 
of a prior judgment in favor of the United States. Such 
prior judgment in respect to the new label has not been 
made, and does not exist. Clearly, the multiple libels were 
not authorized by the statute and are unlawful. The lower 
court, therefore, committed legal error in making Findings 
of Fact Nos. 3, 4, 5, 6, 11, 12 and 13, and committed legal 
error in making its Conclusions of Law Nos. 3, 7, 8 and 9. 
(App. 44-46.) 

Pso-Ridisal Was Not Lawfully Subject to Multiple Libels 
Under Section 304(a) for Alleged Misbranding Because 
the Administrator Had Not Made a Finding of Probable 
Cause to Believe that the Alleged Misbranding Was 
Fraudulent, or Would be in a Material Respect Mis¬ 
leading to the Injury or Damage of the Purchaser or 
Consumer. 

The principle of only one libel proceeding under Sec. 
304(a) of the 1938 Act, based upon an alleged misbranding, 
as stated in the immediately preceding section of this brief, 
has but two exceptions. The first one has already been con¬ 
sidered. The second exception permits more than one libel, 

“(2) when the Secretary has probable cause to believe 
from facts found, without hearing, by him or any officer 
or employee of the Department that the misbranded 
article is dangerous to health, or that the labeling of 
the misbranded article is fraudulent, or would be in a 
material respect misleading to the injury or damage of 
the purchaser or consumer.” (Sec. 304(a)). 

It should be stated that the words “Secretarv” and “De- 
partment” in the above quotation refer to the Secretary of 
Agriculture and the Department of Agriculture, in whom 
was vested originally the administration of the 1938 Act. 
But, under Federal Reorganization Plan No. IV, 5 Federal 
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Register, page 2422, effective June 30, 1940, transfer of 
jurisdiction was made to the Federal Security Agency. 
(Sec. 12, Reorganization Plan No. IV.) 

Before setting out in full Sec. 12 of Reorganization Plan 
No. IV, we deem it profitable to call attention to the fact 
that under Sec. 11 of said Plan four institutions are trans¬ 
ferred from the Department of Interior to the Federal Se¬ 
curity Agency by paragraphs (a), (b), (c) and (d) thereof; 
and then paragraph (e) provides: 

“Sec. 11(e) Federal Security Administrator. The 
1 functions transferred bv this section shall be adminis- 
tered under the direction and supervision of the Fed¬ 
eral Security Administrator through such officers or 
subdivisions of the Federal Security Agency as the Ad¬ 
ministrator shall designate.” 

With this provision of paragraph (e) of Sec. 11 in mind, we 
now quote Sec. 12 in full, viz: 

“Sec. 12. Transfer of Food and Drug Administra¬ 
tion. The Food and Drug Administration in the De¬ 
partment of Agriculture and its functions, except those 
functions relating to the administration of the Insecti¬ 
cide Act of 1910 and the Naval Stores Act, are trans¬ 
ferred to the Federal Securitv Agencv and shall be ad- 
ministered under the direction and supervision of the 
Federal Security Administrator. The Chief of the 
Food and Drug Administration shall hereafter be 
known as the Commissioner of Food and Drugs.” 

It will be observed that whereas Sec. 11(e) provides for the 
administration of the functions transferred, under the direc¬ 
tion and supervision of the Administrator, 

1 “through such officers or subdivisions of the Federal 
Security Agency as the Administrator shall designate.” 

no such delegative authority is given to the Administrator 
under Sec. 12. This absence of delegative authority, con¬ 
sidered in the light of clause (2) in Sec. 304 (a) of the 1938 
Act, that “when the Secretary (Administrator) has prob- 
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able cause to believe” impels the conclusion that the Ad¬ 
ministrator alone has the power to make the determination 
of probable cause. We should here state, however, that it 
is not our position that subordinates may not make findings 
of fact which furnish the foundation upon which the deter¬ 
mination of probable cause may be made by the Adminis¬ 
trator; but we do think it crystal clear that the Administra¬ 
tor, and the Administrator alone, is the only one empowered 
to make the determination of probable cause itself. Until 
he does so the “facts found” by others, standing alone, af¬ 
ford no legal basis for multiple libels. Then, too, it is earn¬ 
estly submitted, that the fact that probable cause is per¬ 
mitted to be made without a hearing constitutes a most 
cogent reason why Congress intended to and did deliberately 
restrict the exercise of that grave power to the Administra¬ 
tor himself. 

In the instant case, however, that grave power has not 
been exercised by the Administrator. What we have here is 
simply a “Statement of Fact” signed by the Senior Medical 
Officer, Drug Division Food and Drug Administration, and 
by the Acting Chief, Interstate Division Food and Drug 
Administration, and a purported conclusion of the Commis¬ 
sioner of Food and Drug, Food and Drug Administration 
that “there is probable cause to believe” * • * “ that the 
labeling of the drug ‘Pso-RidisaP * * * would be and is in a 
material respect misleading to the injury or damage of the 
purchaser or consumer.” (App. 12-13.) Neither any ap¬ 
proval or signature thereof, nor any finding of probable 
cause, is made by the Administrator, the only person legally 
authorized to make such determination. Nor does the at¬ 
tempted delegation of such power by the Federal Security 
Administrator to the Commissioner of Food and Drugs in¬ 
fuse legality into the conclusion of the Commissioner, for 
the simple reason that the power was non-delegable. (App. 
13-14.) The inherent merit and legal soundness of our posi¬ 
tion is sustained by decided cases and authority. 
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The general principle of delegation of power by adminis¬ 
trative officers is set forth in American Jurisprudence, Vol. 
42, page 3S7, Sec. 73 of the Chapter on Public Administra¬ 
tive Law, as follows: 

“Acting through Other Persons; Delegation to Sub¬ 
ordinates .—It is a general principle of law, expressed 
in the maxim “delegatus non potest delegare,’’ that a 
delegated power may not be further delegated by the 
person to whom such power is delegated. Apart from 
statute, whether administrative officers in whom certain 
powers are vested or upon whom certain duties are im¬ 
posed may deputize others to exercise such powers or 
perform such duties usually depends upon whether the 
particular act or duty sought to be delegated is minis¬ 
terial, on the one hand, or, on the other, discretionary 
or quasi-judicial. Merely ministerial functions may be 
delegated to assistants whose employment is author¬ 
ized, but there is no authority to delegate acts discre¬ 
tionary or quasi-judicial in nature. Authority from the 
legislature is necessary to the power of a commission to 
appoint a general deputy who may exercise quasi-judi¬ 
cial powers. If such deputy may be appointed or the 
commission is given authority by the legislature to dep¬ 
utize quasi-judicial matters to others, it may do so. 
Statutory authority to a commission to employ agents, 
statisticians, experts, attorneys, and such other assis¬ 
tants and employees as may be necessary to perform 
its duties does not give the commission authority, either 
directly or by implication, to deputize those matters 
which are quasi-judicial in character. A provision in 
the Fair Labor Standards Act (29 U. S. C. A. Sec. 204) 
that “the principal office of the Administrator shall be 
in the District of Columbia, but he or his duly author¬ 
ized representative may exercise any or all of his 
powers in any place,” was held to be a definition of the 
geographical or territorial jurisdiction of the Adminis¬ 
trator and his representatives, its functions being to 
provide that the Administrator and his representatives 
may exercise either within or without the District of 
Columbia such powers as each possesses, and not to 
authorize the Administrator to delegate his powers to 
subordinates.” 

(American Jurisprudence, Vol. 42, page 387 Sec. 73 
of Chapter Public Administrative Law.) 
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It will be noted that according to this authority and prin¬ 
ciple merely ministerial functions may be delegated, but 
not acts which are discretionary and quasi-judicial in na¬ 
ture. We do not think for an instant, and do not believe 
anyone would seriously contend, that the determination of 
“probable cause to believe” under Sec. 304(a) is merely 
ministerial. On the contrary, it is a profoundly serious dis¬ 
cretionary act fraught with grave consequences, in the w’ay 
of multiple seizures and libels and injury and ruination of 
business. That is why the Administrator alone is author¬ 
ized to make the determination and that is why the Admin¬ 
istrator’s determination must be based upon “facts found”. 

Our position in this respect is supported by the often 
cited case of Morgan v. United States , 298 U. S. 468, 50 
Sup. Ct. Rep. 906, 80 L. ed. 1288, decided May 25,1936, which 
will appear from a close analysis thereof. The page refer¬ 
ences given below are from the Law Edition report. Mr. 
Chief Justice Hughes delivered the opinion of the Court. 

Morgan and others sued to restrain the enforcement of 
an order of the Secretary of Agriculture, under the Packers 
and Stockyards Act, fixing maximum rates for buying and 
selling livestock, claiming the order -was illegal and arbi¬ 
trary as depriving them of their property -without due 
process of law in violation of the Fifth Amendment of the 
Constitution; further, that they had not been accorded a 
hearing which the statute required, and that the granting 
of that hearing was the prerequisite to the making of a valid 
order. Sec. 310 of the Act provides: 

“Sec. 310. Whenever after full hearing upon a com¬ 
plaint made as provided in Sec. 309, or after full hear¬ 
ing under an order for investigation and hearing made 
by the Secretary on his own initiative, either in exten¬ 
sion of any pending complaint or without any complaint 
whatever, the Secretary is of the opinion that any rate, 
charge, regulation, or practice of a stockyard owner or 
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market agency, for or in connection with the furnishing 
of stockyard services, is or will be unjust, unreasonable 
or discriminatory, the Secretary— 

(a) May determine and prescribe what will be the 
just and reasonable rate or charge, or rates or charges, 
to be thereafter observed in such case, or the maximum 
or minimum, or maximum and minimum, to be charged, 
and what regulation or practice is or will be just, rea¬ 
sonable, and non-discriminatorv to be thereafter fol¬ 
lowed; •* V’ (Page 1291) 

The hearings were held before an examiner and argu¬ 
ment was had before the Acting Secretary of Agriculture, 
briefs were filed, and 

“Thereafter, reciting ‘careful consideration of the en¬ 
tire record in this proceeding,’ findings of fact and con¬ 
clusions, and an order prescribing rates, were signed 
by the Secretary of Agriculture.” (Page 1293.) 

The Court points out that: 

“The outstanding allegation, which the District Court 
struck out, is that the Secretary made the rate order 
without having heard or read any of the evidence, and 
without having heard the oral arguments or having 
read or considered the briefs which the plaintiffs sub¬ 
mitted. That the only information which the Secre¬ 
tary had as to the proceeding was what he derived from 
consultation with employees of the Department.” 
(Pages 1293-4.) 

and further 

“ * * * But while the Assistant Secretary heard argu¬ 
ment he did not make the decision. The Secretary who, 
according to the allegation, had neither heard nor read 
evidence or argument, undertook to make the findings 
and fix the rates. The Assistant Secretary, who had 
heard, assumed no responsibility for the findings or 
order, and the Secretary, who had not heard, did as¬ 
sume that responsibility.” (Page 1294.) 
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It was contended by the Government that this distribution 
of authority was proper under the Act With this conten¬ 
tion the Court disagreed, stating: 

* * The Secretary, as the agent of Congress in mak¬ 
ing the rates, must make them in accordance with the 
standards and under the limitations which Congress 
prescribed. Congress has required the Secretary to 
determine, as a condition of his action, that the existing 
rates are or will be ‘unjust, unreasonable, or discrim¬ 
inatory.’ If and when he so finds, he may ‘determine 
and prescribe’ what shall be the just and reasonable 
rate, or the maximum or minimum rate, thereafter to 
be charged. * * *” (Page 1294) 

The Court indicates that this non-delegable duty of the 
Secretary is legislative or quasi judicial in character, and 
not one of ordinary administration. Here, it is not con¬ 
tended that the duty of the Administrator to make a deter¬ 
mination of probable cause is either legislative or quasi 
judicial; but, most certainly it is not one of ordinary ad¬ 
ministration. It is, rather, an extraordinary, discretionary 
duty reposed in the Administrator, -without right or power 
of delegation. 

In respect to the Morgan case it should be emphasized 
that the applicable statute provided for a hearing as a pre¬ 
requisite to action affecting property rights. The Court 
was scrupulously careful to ascertain whether a legal hear¬ 
ing had been had. Before the Department, according to the 
bill of complaint, hearing and rehearing were had before 
an examiner, oral argument upon the evidence was had 
before the Acting Secretary of Agriculture, the findings of 
fact and conclusions and the order prescribing the rates 
were signed by the Secretary of Agriculture after consulta¬ 
tion with employees of the Department. The Court held 
that was not enough, “And to give the substance of a hear¬ 
ing which is for the purpose of making determinations upon 
evidence, the officer who makes the determinations must 
consider and appraise the evidence which justifies them.” 
(Page 1295.) 
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Surely, if all the safeguards surrounding a hearing be¬ 
fore a determination affecting property rights are so essen¬ 
tial and need such meticulous protection, then it is far more 
necessary, indispensably so, that any and all safeguards 
surrounding a determination, without a hearing, affecting 
property rights be vigilantly protected and meticulously 
observed. 

Finally, with reference to the Morgan case, we do not 
cite it because of any question as to the right of the Secre¬ 
tary to delegate to an examiner the duty of holding the 
hearing, or as to the right of the Secretary to delegate to 
the Assistant Secretary the duty of hearing argument on 
the evidence, but rather for the reason that by not himself 
cqnsidering and appraising the evidence upon which the 
determination was made he has in effect shifted or dele¬ 
gated that responsibility to subordinates contrary to the 
statute. This is sort of delegation in reverse of a personal 
non-delegable duty and power, while in the instant case the 
delegation of the personal non-delegable duty and power of 
the Administrator to make a determination of probable 
cause is attempted to be accomplished directly. One method 
is just as illegal as the other and contrary to the statute. 

In support of the statement that under a provision of 
the Fair Labor Standards Act, (29 IT. S. 0. A. Sec. 204), the 
Administrator did not have the right to delegate his power 
to subordinates, the American Jurisprudence, Vol. 42, page 
3S7, cites Cudahy Packing Company v. Holland, 315 IT. S. 
357, 86 L. ed. 895, 62 Sup. Ct. 651, decided March 2, 1942, 
in which Mr. Chief Justice Stone delivered the opinion of 
the Court. The question before the Court was whether the 
Administrator of the Wage and Hour Division of the De¬ 
partment of Labor had authority to delegate his statutory 
power to sign and issue subpoenas. The Act did not define 
the Administrator’s power to issue subpoenas or specifi¬ 
cally authorize him to delegate it to others, but vested in 
him the powers with respect to subpoenas which are con¬ 
ferred upon the Federal Trade Commission. The page 
numbers shown below are from the Law Edition Report. 
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The Court set out the contention of the Administrator, 
viz.: 

“The Administrator argues that he is given author¬ 
ity to delegate to regional directors the signing and is¬ 
suance of subpoenas by Sec. 4(c) of the present Act, 
29 USCA Sec. 204(c), and that in any case this author¬ 
ity is to be implied from the structure of the Act and 
the nature of the duties which are imposed upon him. 
Section 4(c) provides: 

‘The principal office of the Administrator shall be in 
the District of Columbia, but he or his duly authorized 
representative may exercise any or all of his powers in 
any place.’ * • *” (Page S97) 

with respect to which contention the Court states: 

“* * * We think that the words of the section, read in 
their statutory setting, make it reasonably plain that 
its only function is to provide that the Administrator 
and his representatives may exercise either within or 
without the District of Columbia such powers as each 
possesses.’ * * *” (Page 898) 

A further contention of the Administrator is set out, viz.: 

“The Administrator also urges that his authority to 
delegate the subpoena power is to be inferred from the 
nature of his duties and from the fact that under Sec. 
11 he may through designated representatives gather 
data and make investigations authorized by the Act. 
He points to the wide range of duties imposed upon 
him, the vast extent of his territorial jurisdiction, and 
the large number of investigations required for the en¬ 
forcement of the Act. From this he argues that Con¬ 
gress must have intended that he should be permitted 
to delegate his authoritv to sign and issue subpoenas. 

• * *” (Pages 898-9.) * 

with respect to which contention the Court states: 

“• * * But this argument loses force "when examined 
in the light of related provisions of the Act and of the 
actual course of Congressional legislation in this field.” 

• •••••••• 
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“* * # Moreover, if a subpoena power in the regional 
directors were to be implied from their delegated au¬ 
thority to investigate, we should have to say that Con¬ 
gress had no occasion expressly to grant the subpoena 
power to the Administrator, who also has the power to 
investigate, and that the grant to him was superfluous 
and without meaning or purpose.” (Page 899.) 

The Court states further: 

“* * * The suggestion that the Administrator is given 
authority to delegate the subpoena power because the 
applicable Trade Commission Act authorizes individ¬ 
ual members of the Commission as well as the Commis¬ 
sion itself to sign subpoenas overlooks the fact that the 
Administrator alone occupies a position under this Act 
corresponding to that of the Commissioners under their 
Act. The structure of the Trade Commission Act lends 
no support to the view that the Administrator has an 
implied power to delegate the signing and issuance of 
subpoenas to persons undesignated by the statute, a 
power not granted to or exercised by the Commission 
or its members.” (Page 900) 

and then the Court concludes: 

“* * *Even though Congress has underestimated the 
burden which it has placed upon the Administrator, 
which is by no means clear, we think that the legislative 
record establishes that Congress has withheld from him 
authority to delegate the exercise of the subpoena 
power, and that this precludes our restoring it by con¬ 
struction.” (Page 901) 

Thus, notwithstanding the Administrator of the Wage 
and Hour Division had authority to designate subordinates 
to make investigations under the Act, notwithstanding the 
wide range of duties imposed upon him, notwithstanding 
the vast extent of his territorial jurisdiction, and notwith¬ 
standing the large number of investigations required, the 
Court held that under the statute he could not delegate to 
others the power to sign and issue subpoenas, but must 
himself sign and issue them. 
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Certainly in the instant case, where Sec. 304(a) of the 
statute involved specifically provides “when the Secretary 
has probable cause to believe,” not the Commissioner of 
Food and Drugs, or anyone else but the Secretary, it is 
infinitely more clear and conclusive that he is not empow¬ 
ered to delegate that grave discretion and judgment to 
others. 

The lower court, therefore, committed legal error in mak¬ 
ing Findings of Fact Nos. 8 and 9, and committed legal 
error in making Conclusions of Law Nos. 1 and 2. (App. 
45, 47.) 

Since the Multiple Seizures and Libels Were Not Authorized 
by the Statute, Appellants Have Been Subjected to Ar¬ 
bitrary Oppression, Injury and Deprivation of Due 
Process of Law, Contrary to Amendment 5 of the Con¬ 
stitution of the United States. 

Appellants do not seek to restrain appellees from per¬ 
forming any lawful act, nor to restrain them from obtain¬ 
ing, by due and proper method by law, a decision upon the 
disputed questions of law and fact involved, but they do 
most earnestly seek to restrain them from making multiple 
seizures of appellants’ product, which action is without 
legal sanction and beyond the scope of the considered stat¬ 
ute. (App. 4-5.) Even assuming that the injurious acts are 
committed by the appellees in the capacity of government 
officials, they are, nevertheless, subject to court review and 
restraint because appellants have no alternative or ade¬ 
quate remedy at law. See Stark v. Wickard , U. S. S. C. 
Law ed. Ad. Op. Vol. 88, No. 9, Page 510, decided February 
28, 1944. 

That was a suit to enjoin enforcement of an order of the 
Secretary of Agriculture promulgated under the Agricul¬ 
tural Marketing Agreement Act, petitioners, producers of 
milk, asserting that the Secretary was unlawfully diverting 
funds belonging to them. 

The District Court for the District of Columbia dismissed 
the suit on the ground that the Act vested no legal cause of 
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action in milk producers. The Court of Appeals,_App. 

D. C., 136 F. (2) 786, affirmed the judgment, which, 

however, was reversed by the Supreme Court. 

Justice Reed delivered the opinion of the Supreme Court, 
stating: 

“The district court for the District of Columbia has 
a general equity jurisdiction authorizing it to hear the 
suit; but in order to recover, the petitioners must go 
further and show that the act of the Secretary amounts 
to an interference with some legal right of theirs. If 
so, the familiar principle that executive officers may 
be restrained from threatened wrongs in the ordinary 
courts in the absence of some exclusive alternative 
remedy will enable the petitioners to maintain their 
suit: but if the complaint does not rest upon a claim 
of which courts take cognizance, then it was properly 
dismissed. The petitioners place their reliance upon 
such rights as may be expressly or impliedly created by 
the Agricultural Marketing Agreement Act of 1937 and 
the Order issued thereunder.” (Page 512.) 

• *•*••#*# 

“* * * The producer settlement fund is created to meet 
allowable deductions by the payment of a part of the 
minimum price to producers through the market ad¬ 
ministrator. 

* * It is because everv dollar of deduction comes 

• 

from the producer that he may challenge the use of the 
fund. The petitioners’ complaint is not that their 
blended price is too low, but that the blended price has 
been reduced by a misapplication of money deducted 
from the producers’ minimum price.” (Page 522) 

“* * • When Congress passes an Act empowering 
administrative agencies to carry on governmental ac¬ 
tivities, the power of those agencies is circumscribed 
by the authority granted. This permits the courts to 
participate in law enforcement entrusted to adminis¬ 
trative bodies only to the extent necessary to protect 
justiciable individual rights against administrative ac¬ 
tion fairly beyond tbe granted powers. The responsi- 
bilitv of determining the limits of statutorv grants of 
authority in such instances is a judicial function en- 
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trusted to the courts by Congress by the statutes estab¬ 
lishing courts and marking their jurisdiction. Cf. 
United States v. Morgan, 307 U. S. 183, 190, 191, 83 L. 
ed. 1211,1216,1217, 59 S. Ct. 795. * * * ” (Pages 522-3) 

*••#••#*• 

“It hardly need be added that we have not consid¬ 
ered the soundness of the allegations made by the peti¬ 
tioners in their complaint. The trial court is free to 
consider whether the statutory authority given the 
Secretary is a valid answer to the petitioners’ conten¬ 
tion. We merely determine the petitioners have shown 
a right to a judicial examination of their complaint.” 
(Page 523) 

However, the acts of appellees, here committed and 
threatened, are so wholly lacking in statutory authorization 
as to constitute arbitrary and oppressive acts as individ¬ 
uals, subject to court restraint. See National Remedy Com¬ 
pany v. Hyde , 60 App. D. C. 252, 50 Fed. (2d) 1066. The 
page references shown below are from the D. C. Court of 
Appeals report. 

The National Remedy Company sued to enjoin the Secre¬ 
tary of Agriculture, under the Food and Drugs Act, from 
making multiple libels and seizures of its product known as 
B. & M. External Remedy. 

Before the suit was instituted in the Supreme Court of 
the District of Columbia the Remedy Company had been 
given a hearing before the Department, and in a libel case 
a Federal Court rendered judgment in favor of the Com¬ 
pany. Here, appellants have had no hearing before the 
Agency and no judgment in respect to the new and revised 
label has been made by a court. Moreover, as previously 
pointed out, the Act involved in the Hyde case contained no 
restrictions against multiple libels, whereas the present Act 
contains restrictions, allowing multiple libels in only two 
cases. 

The attention of the Court is respectfully called to the 
following features in the Hyde case: 

1. The suit was to enjoin multiple seizures. 
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2. The seizures were made and libels filed in various 

states and were based upon the same general alle¬ 
gations. 

3. The seizures and libels were alleged to be arbitrary, 
oppressive and ruinous to the company’s business, 
depriving it of due process of law. 

4. Defendants filed a motion to dismiss. 

5. The lower court granted the motion to dismiss. 

All five of these features are present in the instant case. 

(App. 2-6, 10, 49.) 

With these five features before it in the Hyde case, the 

Court of Appeals, through Mr. Justice Robb, held: 

1. “A court of equity has jurisdiction to restrain by 
injunction the institution of a multiplicity of suits 
under such circumstances as are here present. * * 
(254) 

2. -3. “* * * In the present case, the action and pro¬ 

posed action of the Department would, under the 
averments of the bill, in effect deprive appellant of its 
property through the destruction of its business be¬ 
fore the issues involved could be determined by the 
court. The result, therefore, would be little different 
than as though no provision had been made for judi¬ 
cial review. Such a course of conduct on the part 
of the Department amounts to arbitrary exercise of 
power, and is a deprivation of due process of law. 
It is not, therefore, a suit against the United States. 
• * (254) 

• •••••••• 

4. “The motion to dismiss admits all material facts 
averred in the bill. # * *” (253) 

• •••••••• 

5. “* * * The relief prayed for is against appellees to 
prevent them from causing seizures of practically 
all of appellant’s product, and to this relief, under 
the admitted facts, appellant is entitled.” (254) 
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It is earnestly submitted that if in the Hyde case appel¬ 
lants were deprived of due process of law and entitled to in¬ 
junctive relief in the absence of statutory inhibition against 
multiple seizures and libels, then, in this case, with multiple 
seizures and libels definitely restricted by the statute, ap¬ 
pellants, under the admitted facts, have been, of a surety, 
subjected to a course of conduct on the part of the appellees 
which amounts to an arbitrary exercise of power and is a 
deprivation of due process of law warranting injunctive 
relief. The lower court, therefore, committed legal error 
in making its Conclusions of Law Nos. 3, 4, 5, 6, 8 and 9. 
(App. 48) 


CONCLUSION. 

In a statutory and administrative sense this case is 
unique. The provisions of Sec. 304(a) establishing the 
one-libel principle, with only two exceptions, became effec¬ 
tive June 25, 1939. The transfer of those functions from 
the Food and Drug Administration to the Federal Security 
Agency became effective June 30, 1940. As to only one of 
those two exceptions to the one-libel principle must the Ad¬ 
ministrator act personally, directly and exclusively, i.e., 
in making a determination of “probable cause to believe.” 
We do not have present in the case therefore a customary, 
long-established administrative procedure; but, rather, one 
of singularity and comparative newness. These character¬ 
istics, coupled with the gravity of the power and the serious, 
far-reaching effect upon the manufacturer and distributor 
of the affected product, demand the strictest compliance 
with the statutory procedure. (Sec. 304(a)). 

We respectfully submit that the course of action pur¬ 
sued by the appellees was not the correct legal procedure 
under the statute. That course of action has resulted in 
irreparable injury to appellants and deprived them of due 
process of law. (App. 4, 6-9.) Appellants, therefore, con¬ 
tend that the lower court should have issued an order re¬ 
straining the appellees from causing further seizures and 
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the instituting of further libels as not being in accordance 
with law; and that the District Court erred in dismissing 
the petition, and its action should be reversed. 

Respectfully submitted, 

Fred B. Collier, 

Royal Oak, Michigan. 

i 

H. E. Manghum, 

1 • • 

Transportation Building, 

Washington, D. C. 

Attorneys for Appellants. 
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1 Filed Sep 20 1944 

In the District Court of the United States for the 
District of Columbia 

No. 26004. 

Fred B. Collier and Dianne I. Collier, d/b/a Nu-Basic 
Products Company, Royal Oak, Michigan, Plaintiffs , 

v. 

Paul V. McNutt, Federal Security Administrator; Paul B. 
Dunbar, Commissioner of Food & Drug Administra¬ 
tion ; George P. Larrick, Acting Commissioner of Food 
& Drug Administration, Defendants. 

Petition for Injunction 

Now comes Fred B. Collier and Dianne I. Collier, resi¬ 
dents and inhabitants of the State of Michigan and doing 
business as Nu-Basic Products Company with its principal 
place of business in Royal Oak, Michigan registered in Oak¬ 
land County, Michigan in September, 1941, and show unto 
the Court as follows: 

1. That said enterprise has prospered to such an extent 
that the business and good will now amounts to over $100,- 
000 . 00 . 

2. That the preparation which plaintiffs manufacture 
under the trade name of Pso-Ridisal is not a nostrum but 
is of value in the treatment of diseases of the skin, as has 
been demonstrated by practical experience; also by scien¬ 
tific, laboratory and clinical research, experimentation and 
study. It is a preparation intended for external use only 
and this information clearly appears on the labeled product. 
The statements contained in and upon the label, pamphlets, 

booklets, circulars and other printed matter have 

2 been prepared with care under scientific direction, 
and in the utmost good faith. No representations 

have been made which the Plaintiffs and their agents did 
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not believe and have reason to believe, were and are true; 
and the medicine is not misbranded. 

3. The medicine is manufactured in the State of Michi¬ 
gan and distributed not only in that state, but also in inter¬ 
state commerce to practically all the other states of the 
union, and to the District of Columbia. 

4. In March, 1944, following libel for condemnation pro¬ 
ceedings against this product, trial was had before a Fed¬ 
eral District Judge, without a jury, in the District Court 
of the United States, Western District of Missouri, West¬ 
ern Division, at which it was contended by the Government 
that the statements in the advertising matter of the Plain¬ 
tiffs regarding the therapeutic value of the remedy and its 
safety when used, were false and misleading in that the 
preparation had no therapeutic value whatsoever, and in 
addition thereto was dangerous for use. A finding by the 
Court failed to sustain the Government’s contention that 
the product had no therapeutic value and held that the labels 
were not misbranded for failure to contain appropriate 
warning of damage incident to the use of the preparation. 

5. A new label which was prepared in accordance with 
the findings of the Court, deleting certain words from the 
label which the Court held to be misleading, was prepared 
and affixed to the remedy in question, and all of the other 
literature such as pamphlets, booklets, circulars and printed 
matter accompanying the sale of the product was revised 
accordingly. Plaintiffs then sold and distributed their rem¬ 
edy in interstate commerce where it was carried, stocked 
and sold by many thousands of drug dealers in nearly all 
of the states in the union, and the District of Colum¬ 
bia. 

3 6. In July, August and September, 1944, and up 

until the filing of this complaint, the Federal Security 
Administration has caused libels to be brought against 
Plaintiffs’ remedy; seizures to be made thereof in the fol¬ 
lowing cities: Chicago, Illinois—2 actions .. . Kansas City, 
Missouri—3 actions . . . Wichita, Kansas . . . Miami, Flor- 
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ida . .. LaCrosse, Wisconsin ... Denver, Colorado ... and 
elsewhere. 

7. Plaintiffs aver, upon information and belief, that the 
Federal Security Administration, acting through subordi¬ 
nates, is proposing and intends to have instituted libel pro¬ 
ceedings in numerous other places in the United States; all 
arising out of and based upon the same general allegations 
and statements contained in the pamphlets, booklets and 
carton of Plaintiffs. Several libels alreadv instituted con- 

m 

tain identical statements and allegations of misbranding of 
Plaintiffs’ remedy. So far as the Plaintiffs are advised, 
specifications and details of the charges made against the 
product in the several states, all the libels which have been 
filed are identical. If the Defendants proceed with other 
seizure in other places as they have threatened to do, the 
entire output of Plaintiffs’ plant, factory and work shop 
could be seized and held for an indefinite period of time. 

8. The prosecution of libel in the various Courts in cities 
of different parts of the United States is unnecessarily op¬ 
pressive and is causing plaintiffs great and unnecessary 
expense and irreparable damage and is ruining and will ruin 
and destroy their business and good will, and said Defen¬ 
dants, through their agents, servants and employees have 
been guilty of other oppressive and illegal acts all aimed 
and designed to interfere, harass and embarass Plaintiffs in 

the orderly and lawful operation of their business. 

4 9. Plaintiffs do not seek to restrain Defendants 

from obtaining “by due and proper method by law,” 
a decision upon the disputed question of law and fact in¬ 
volved, but merely want to prevent irreparable injury to 
themselves, arising out of the multiplicity of such libels in 
widely separated areas. Plaintiffs have no plain, adequate 
and complete remedy at law, and their business, property 
and good will will be ruined and destroyed unless relief is 
granted therein. 

iO. This action is being taken under amendment Article V 
of the Constitution of the United States. 
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Wherefore, your Plaintiffs respectfully pray: 

(a) That the Federal Security Administrator, Commis¬ 
sioner of Food and Drug Administration, Acting Commis¬ 
sioner of Food and Drug Administration, their agents, ser¬ 
vants and employees and attorneys be restrained and en¬ 
joined from instituting new libel proceedings and from fur¬ 
ther seizures of the product, Pso-Ridisal. 

(b) And be restrained from harassing and interfering 
with the Plaintiffs’ operation of their business and of the 
business of their distributor and dealers and from institut¬ 
ing any action based upon the same alleged misbranding 
which is the subject matter of the proceedings already in¬ 
stituted. 

(c) That these claimants may have such other and fur¬ 
ther relief in the premises as this Court may deem just and 
proper. 

NU-BASIC PRODUCTS COMPANY 
By FRED B. COLLIER 

FRED B. COLLIER, 

Royal Oak, Michigan 

H. E. MANGHUM, 

Transportation Bldg., 

Washington, D. C. 

Attorneys for Plaintiffs 

6 Filed Sep 21 1944 

Motion for Preliminary Injunction 

Plaintiffs move the court for a preliminary injunction en¬ 
joining the defendants, Paul V. McNutt, Federal Security 
Administrator, Paul B. Dunbar, Commissioner of Food & 
Drug Administration, George P. Larrick, Acting Commis¬ 
sioner of Food & Drug Administration, their agents, ser¬ 
vants, employees and attorneys and all persons in active 
concert and participation with them, pending the final hear¬ 
ing and determination of this action, from (1) Harassing 
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and interferring in any manner the plaintiffs in the opera¬ 
tion of their business (2) from instituting any further libel 
action or proceeding against the product, Pso-Ridisal, on 
the grounds that 

(1) Unless restrained by this court defendant will per¬ 
form the acts referred to; 

(2) Such action by the defendants will result in irre¬ 
parable injury, loss and damage to plaintiff, as more par¬ 
ticularly appears in the verified complaint hereto; 

7 (3) The issuance of a preliminary injunction 
herein will not cause undue inconvenience or loss to 

defendants but will prevent irreparable injury to plaintiffs. 

FRED B. COLLIER, 

Royal Oak, Michigan 

H. E. MAXGHUM, 
Transportation Bldg., 
Washington, D. C. 

Attorneys for Plaintiffs 

* * # * • • • # # # 

8 Filed Sep 22 1944 

Affidavit in Support of Motion for Prelintinary Injunction 
District of Columbia, ss: 

Fred B. Collier of Roval Oak, Michigan, first being dulv 
sworn, deposes and says: That he, together with his wife 
Dianne I. Collier, are the owners of the Xu-Basic Products 
Company, manufacturers of pharmaceuticals with its prin¬ 
cipal place of business located at Royal Oak, State of Michi¬ 
gan and that he is the General Manager of said business; 
that the Xu-Basic Products Company manufactures and 
sells a product known as Pso-Ridisal, which has been on the 
miarket for public sale since September 1941; that to this 
date there has been invested in said business for the pur¬ 
pose of operation and to create good will in the product 
sold a sum of over $250,000; that this product is sold 
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throughout the United States and the District of Columbia 
and that up until the time of the first seizure in 1944 in the 
City of Chicago the business enjoyed a monthly vol- 

9 ume in excess of $30,000 and employed stenographers, 
bookkeepers, typists, file and mail clerks, chemist and 

research and medical staffs, fillers, labelers, packers, job¬ 
bers, detail men, advertising copy and layout men and 
agents in various sections of the country, totaling in all 
about 100 employees. 

That said business was showing a steady increase in 
volume due to an enthusiastic acceptance by the wholesale 
and retail druggists trade throughout the country and con¬ 
sumer purchases; that large amounts of materials and sup¬ 
plies including all kinds of printing material and cartons 
were contracted for months in advance to meet the ever- 
increasing volume that this business was enjoying; that 
commitments for large advertising contracts covering over 
2,000 newspapers, magazines and other publications 
throughout the country had previously been made, as well 
as contracts with wholesalers and dealers which allowed 
certain advertising credits based upon sales and expenses 
in connection with advertising promotion in various chain 
drug stores throughout the country; that one of the largest 
dealers in the country handling Pso-Ridisal is the Wal¬ 
green Drug Company of Chicago, Illinois, which distrib¬ 
utes Pso-Ridisal to 300 of its stores in and around Chicago 
and throughout several of the mid-western states. That 
another is the chain wholesale account of the McKesson & 
Robbins Drug Company which has 64 drug divisions lo¬ 
cated throughout the United States and services over 30,000 
retail druggists in the country. 

That preceding the actual seizures of Pso-Ridisal from 
these customers of the Xu-Basic Products Company men¬ 
tioned, various representatives of the Food and Drug Ad¬ 
ministration advised said outlets that Pso-Ridisal was to 
be seized and that their supply was to be confiscated. 

10 Since these seizures were made notice was served 
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upon us by our dealers advising of said seizures and 
stating that the product Pso-Ridisal is being withdrawn 
from sale in all of said stores, jobbers, dealers and distribu¬ 
tors and requesting that refund be made to them of the sums 
of money expended for the purchase of said article, to¬ 
gether with advertising credits and other costs. 

That as a result the volume of our business instead of in¬ 
creasing was reduced by 100% and our business closed up 
on September 14, 1944, completely, with no shipments being 
made until a few days ago when Federal Judge Sullivan of 
the District Court at Chicago, before whom an injunction 
suit to restrain further seizures was pending, admonished 
and told the Food and Drug Administration to cease mak¬ 
ing further seizures; that since that date, Monday, Septem¬ 
ber IS, we have released certain shipments totaling approxi¬ 
mately 5% of our normal volume and are unable to handle 
our normal volume without some assurance that no further 
seizures will be made pending determination of the legal 
and factual questions involved. 

That between July 17, 1944 and September 13, 1944, 
twelve seizures of which plaintiff is definitely advised have 
been made at such distantly separated places as Chicago, 
Ill., Kansas City, Mo., LaCrosse, Wise., Wichita, Kansas, 
Miami, Florida, and Denver, Colorado, and plaintiff has 
been informed by defendants that other seizures have been 
ordered and made, but at this time plaintiff does not possess 
detailed information thereof. 

That said seizures in various sections of the country and 
against very valuable and important customers of our com¬ 
pany have in addition to causing us great expense in the 
nature of loss of business and refunds, also resulted in great 
embarrassment to us in our business with these deal- 
11 ers and it would only be as a result of another large 
expenditure of money in advertising in an effort to 
rebuild good-will that a portion of our business can be saved 
from total destruction. 
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That as a result of said multiple seizures our business is 
practically at a standstill and we have had to lay off help 
and must continue to keep them laid off until such time as 
we are assured that our business can continue without un¬ 
lawful interference. That as a result of the numerous mul¬ 
tiple seizures already made we have been subjected to the 
payment of large expenditures in the nature of attorneys 
fees to fight and defend the actions which have been spread 
in various parts of the country and at distances as far apart 
as 2,000 miles; that we have had great expense for travel¬ 
ing, wires, telephone and other similar items incident to 
finding out the various places where the actions have been 
taken in order that proper measures may be taken to de¬ 
fend our legal rights; that said large expense has used up 
all of our cash reserve which we had set aside for business 
operations and expense, and that we have been compelled to 
borrow money for the purpose of defending and fighting 
the actions taken and to make refunds to the various deal¬ 
ers for the goods seized, that it is questionable how long 
our ability to borrow additional money to fight the harass¬ 
ing and unnecessarily oppressive actions taken will con¬ 
tinue without some relief against additional suits; that all 
of the available money and resources of this business are 
now required exclusively for the purpose of defending the 
various actions instituted and in an effort to seek affirma¬ 
tive relief against future actions; that this is causing and 
has caused great damage and injury to our business and 
our business reputation and is ruining and destroying our 
business and our business reputation and is causing 
12 us great and irreparable damage: and that up to the 
present time plaintiff’s loss as a result of the harass¬ 
ing and unnecessarily oppressive actions by the defendants 
exceeds the sum of $100,000.00. 

9 7 

FRED B. COLLIER 
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13 Filed Oct 6 1944 

Motion to Dismiss arid for Summary Judgment 

Come now the defendants, by their attorneys, and move 
this Honorable Court to dismiss this action and for sum¬ 
mary judgment for the following reasons: 

1. Because the petition fails to state facts which entitle 
the plaintiffs to the relief sought. 

2. Because this Court does not have jurisdiction of the 
subject matter of this action. 

There are filed herewith in support of this motion a cer¬ 
tified copy of the “Statement of Fact” of the Federal Secur¬ 
ity Agency, and a statement of points and authorities. 

This 6th dav of October 1944. 

TOM C. CLARK, 

Assistant Attorney General. 

|! EDWARD M. CURRAN, 

United States Attorney. 

VINCENT A. KLEINFELD, 
Special Assistant to the 
Attorney General. 

JOHN T. GRIGSBY, 

Special Assistant to the 
Attorney General. 

• #••*•**#* 

14 Filed Oct 6 1944 

Federal Security Agency 
Washington 

Certificate 

I, Leo L. Miller, do hereby certify that the attached copy 
of “Statement of Fact” signed by Adolph Rostenberg, Jr., 
M.D., A. G. Murray and P. B. Dunbar, pursuant to the pro¬ 
visions of the Federal Food, Drug, and Cosmetic Act and 
regulations promulgated thereunder, is a true copy of an 
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official document on file in the Federal Security Agency and 
is part of the official records of said Agency. 

Done at Washington, D. C., this 21st day of September, 
1944. 

By direction of the Administrator: 

LEO L. MILLER 

(Seal) Executive Assistant 

Filed Oct. 6, 1944 

15 Pso-Ridisal 

Sulfa Products Co 
Kansas City Mo 

Nu-Basic Product Co 
Roval Oak Mich 

Statement of Fact 

The Commissioner: 

“It is the consensus of informed dermatologists that a 
preparation consisting of sulfanilamide, approximately 0.7 
gram per fluidounce; phenol, approximately 0.9%: mineral 
oil, approximately 80%; and water, with or without a small 
proportion of vegetable oil, would not constitute an effective 
remedy for psoriasis, eczema, athlete’s foot, dermatitis, skin 
ailments and dandruff, would not be effective to soothe irri¬ 
tation and discomfort resulting from such disease condi¬ 
tions and would not assist in removing unsightly lesions; 
that it would not be effective for acne, ringworm, bed sores, 
burns, boils, shallow granulated wounds, infective ulcers of 
the skin, or occupational dermatitis; that application of such 
an article to the skin may sensitize the user to sulfonamides 
so as to preclude their subsequent use, including their use 
in serious disease conditions. 

/s/ ADOLPH ROSTEXBERG, JR., M.D. 
Senior Medical Officer, Drug Division 
Food and Drug Administration 


July 29, 1944. 
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The Commissioner: 

The records of the Food and Drug Administration show 
that Xu-Basic Product Company, Royal Oak, Michigan, 
ships in interstate commerce an article consisting essen¬ 
tially of sulfanilamide, approximately 0.7 gram per fluid- 
ounce; phenol, approximately 0.9%; mineral oil, approxi¬ 
mately 80%, and water, with or without a small proportion 
of vegetable oil, labeled in part: “This preparation is in¬ 
tended * * * to soothe the * * * irritation and discomfort 
resulting from such skin diseases as Psoriasis, Dermatitis, 
Eczema # * Athlete’s Foot, and Dandruff, and to assist in 

removing # * * unsightly lesions. * * # that the labeling 
of the article fails to apprise the purchaser that the article 
may sensitize the user to sulfonamides so as to preclude 
their subsequent use including their use in serious disease 
conditions; that consignments of the article received in Kan¬ 
sas City, Missouri, by Sulfa Products Company are repack¬ 
aged by the use of cartons labeled in part: “Pso-Ridisal 
* • • Recommended for the relief of conditions resulting 
from Psoriasis * * * Athlete’s Foot Dandruff Eczema 
Acne # * Industrial Dermatitis * * # ”, and booklets 

16 and leaflets in which the article is recommended bv 
direct statement and by purported case histories as 
effective for acne, athlete’s foot (ringworm), bed sores, 
burns, boils, dandruff, aczema, granulated w’ounds (if shal¬ 
low), infective ulcers of the skin, occupational dermatitis, 
and psoriasis; that such additional labeling does not apprise 
the purchaser that the article may sensitize the user to 
sulfonamides so as to preclude their subsequent use, includ¬ 
ing their use in serious disease conditions. 

/s/ A. G. MURRAY 

Acting Chief , Interstate Division 
Food and Drug Administration 

July 29,1944 

i 

Pursuant to the provisions of the Federal Food, Drug, and 
Cosmetic Act and regulations promulgated thereunder, I 
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conclude on the basis of the facts found by Dr. Adolph Ros- 
tenberg, Jr. and by Mr. A. G. Murray, employees of the 
Food and Drug Administration of the Federal Security 
Agency, that there is probable cause for me to believe, and 
I do believe, that the labeling of the drug “Pso-Ridisal” 
• # * would be and is in a material respect misleading to the 
injury or damage of the purchaser or consumer. 

/s/ P. B. DUNBAR 

Commissioner of Food and Drugs 
Food and Drug Administration 

July 29, 1944 


17 Federal Securitv Agencv 

Office of The Administrator 


Certificate 


I, Watson B. Miller, Acting Federal Security Adminis¬ 
trator, do hereby certify that the attached copy of “Order 
Delegating Certain Authority to the Commissioner and to 
the Assistant Commissioner of Food and Drugs” signed by 
Paul V. McNutt, Federal Security Administrator, is a true 
copy of an official document on file in the Federal Security 
Agency and is part of the official records of said Agency. 

Done at Washington, D. C., this 25th day of September, 
1944. 


WATSON B. MILLER 

(Seal) Acting Federal Security Administrator 


18 Federal Security Agency 

Office of the Administrator 

Order Delegating Certain Authority to the Commissioner 
and to the Assistant Commissioner of Food and Drugs 

I hereby delegate to the Commissioner and Assistant Com- 
misisoner of Food and Drugs, and to each of them, authority 
to make determinations of probable cause contemplated by 
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Section 304 (a) of the Federal Food, Drug, and Cosmetic 
Act, 21 U. S. C. Sec. 334 (a) (Supp. V, 1939). 

Washington, D. C., this 13th day of June, 1941. 

PAUL V. McXUTT 
Federal Security Administrator 

• •«•••••#* 

19 Filed Oct 6 1944 

Affidavit of George P. Larrick 

George P. Larrick, being first duly sworn on oath says 
that he is Chief Food and Drug Inspector, of the Food and 
Drug Administration, and that he has been in charge of the 
inspection and investigative activities of the Food and Drug 
Administration for a period of more than ten years last 
past. In this official capacity his duties and functions in 
general are to direct the inspectional and investigative ac¬ 
tivities, other than laboratory investigations, of the Food 
and Drug Administration and is authorized to act as Act¬ 
ing Commissioner of food and drugs in matters relating to 
the enforcement of the Federal Food, Drug, and Cosmetic 
Act when instructed by the Commissioner. 

Affiant further savs that bv virtue of his duties and func- 

• * 

tions as said officer he has knowledge of the investigations 
and results thereof, and of litigations involving the drug 
Pso-Ridisal; that the drug Pso-Ridisal consists of a mineral 
oil emulsion, sulfanilamide, carbolic acid (phenol), and 
other ingredients. Said drug has been introduced into in¬ 
terstate commerce under the names of Sulfa-Seb and Sulfa- 
Ped, as well as the name Pso-Pidisal. 

On the 21st day of January 1942 a shipment of said drug 
under the name Pso-Kidisal was seized pursuant to a 

20 libel of information filed in the District Court of the 
United States for the Northern District of Illinois, 

Eastern Division, docketed in said Court as case Number 
D-C 48070. The libel alleged that the drug was misbranded 
because its labeling was false and misleading. The plain- 
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tiffs in the above entitled action appeared as claimants of 
the seized article and by consent a decree of condemnation 
thereof was entered on the 12th day of April 1944. 

On the 28th day of January 1944 a shipment of said drug 
under the name Pso-Ridisal was seized pursuant to a libel 
of information filed in the District Court of the United 
States for the Western District of Missouri, Western Divi¬ 
sion. The libel alleged that said drug was misbranded be¬ 
cause its labeling was false and misleading. A copy is at¬ 
tached hereto marked Exhibit “A” and made a part hereof. 
The plaintiffs herein appeared as claimants in said action 
and said action was thereafter removed to the United States 
District Court for the Northern District of Illinois, West¬ 
ern Division, consolidated with the case last above men¬ 
tioned, and docketed in said Court as Number D-C 44-C-44S. 
Said article so seized was likewise condemned by consent 
decree entered on the 26th day of April 1944. 

On the 20th day of October 1943, a shipment of said drug 
was seized pursuant to a libel of information filed in the 
United States District Court for the Western District of 
Missouri, Western Division, docket Number 1630. The libel 
alleged the drug was misbranded because the labeling con¬ 
tained none of the information required by law. The action 
was terminated bv a decree authorizing the claimants to 
label the drug under the supervision of the Food and Drug 
Administration. 

On the 10th day of November 1943, shipments of said 
drug bearing the names, Sulfa-Ped and Sulfa-Seb, were 
seized pursuant to a libel of information filed in the West¬ 
ern District of Missouri, Western Division, docket Number 
1648. The libel charged that the drug was misbranded be¬ 
cause its labeling was false and misleading and because its 
labeling failed to bear adequate warnings against unsafe 
dosage or methods of use in a manner and form necessary 
for the protection of users. A copy of said libel is attached 
hereto marked Exhibit “B” and made a part hereof. Plain¬ 
tiffs appeared as claimants in said action and contested the 
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same. After trial the Court entered a decree the 3rd day of 
April 1944 condemning the labeling of said drug. 

21 After the entry of the decrees above mentioned ap¬ 
plications were made to the Courts in which said ac¬ 
tions where filed praying that the seized article be delivered 
to the claimants in said actions to be brought into compli¬ 
ance with the provisions of the Federal Food, Drug, and 
Cosmetic Act under the supervision of an officer or em¬ 
ployee of the Food and Drug Administration, which appli¬ 
cations were granted upon the execution of sufficient bond 
conditioned as required by law. Thereafter the plaintiffs 
in the above entitled action submitted to the Food and Drug 
Administration a proposed form of labeling to accompany 
the seized articles, which form of labeling the Food and 
Drug Administration found would not bring the goods in 
compliance with the Federal Food, Drug, and Cosmetic Act. 

Thereafter the plaintiffs in the above entitled action con¬ 
tinued distributing said drug in interstate commerce under 
the name Pso-Ridisal accompanied by labeling differing in 
minor respects from that accompanying the drug in the 
actions above mentioned wherein the libels charged that 
the drug was misbranded because the labeling was false 
and misleading. 

On the 27th day of July 1944 a shipment of the drug ac¬ 
companied by the revised labeling was seized pursuant to a 
libel of information filed in the United States District Court 
for the Northern District of Illinois, Eastern Division, there 
being at that time no pending actions involving said drug in 
any court of the United States in which decrees of con¬ 
demnation had not been entered. On the 29th dav of Julv 

• • 

1944 an administrative finding was made that it was be¬ 
lieved from facts found that the labeling of the drug in a 
material respect was misleading to the injury or damage 
of the purchaser or consumer. Thereafter a number of 
seizures of the drug were made pursuant to libels of in¬ 
formation filed in different District Courts of the United 
States. A representative sample of such libels of informa- 
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tion as filed is annexed hereto marked Exhibit “C” and 
made a part hereof. 

One of the seizure actions last above mentioned was com¬ 
menced in the District Court of the United States for the 
Western District of Missouri, Western Division, entitled 
United States v. 1233 bottles Pso-Ridisal, docket Number 
1921. In this action the plaintiffs in the above entitled ac¬ 
tion appeared as claimants and by motion filed on or 
22 about the 8th day of September 1944 sought to have 
the action dismissed on the ground that other seizure 
actions involving said drug and founded on the same or 
similar allegations of misbranding were already pending in 
other District Courts of the United States. The Court de¬ 
nied the motion on the 16th day of September 1944. 

On or about the 8th day of September 1944 the plaintiffs 
in the above entitled action filed in the said United States 
District Court for the Western District of Missouri, an 
action entitled Fred B. Collier, et al. v. the United States 
of America Federal Food and Drug Administration, Num¬ 
ber 1995 praying an injunction restraining the further seiz¬ 
ure of shipments of said drug. This action was dismissed 
by the Court on the plaintiffs motion on the 9th day of 
September 1944. 

On the 13th day of September 1944, in the City of Wash¬ 
ington, a conference was had at which wrere present Fred 
B. Collier, one of the plaintiffs named in the above entitled 
action, A. Rostenberg, Jr., M.D., Senior Medical Officer of 
the Food and Drug Administration, George P. Larrick, the 
affiant, and A. G. Murray, Acting Chief of Interstate Divi¬ 
sion, of the Food and Drug Administration. At said con¬ 
ference an agreement was reached between the said Fred 
B. Collier and the said representatives of the Food and 
Drug Administration respecting a proper label conforming 
with the law’ for the drug Pso-Ridisal, and on the 15th day 
of September 1944, the plaintiffs by mail submitted a pro¬ 
posed form of labeling which, except for one minor matter, 
conformed with the agreement made on the 13th day of 
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September 1944. On the 16th day of September 1944 a let¬ 
ter was mailed from the Food and Drug Administration at 
Washington, D. C., to the plaintiffs at Royal Oak, Michigan, 
suggesting a correction in the labeling proposed relative to 
the minor matter above mentioned. 

On or about the 16th day of September 1944 the plain¬ 
tiffs in the above entitled action filed an action in the United 
States District Court for the Northern District of Illinois, 
Eastern Division, entitled Fred B. Collier, et al. v. Paul 
V. McNutt, Federal Security Administrator, Number 
44-C-1095 praying that the said Administrator be enjoined 
from instituting new libel proceedings against said 
23 drug and from harassing or interfering with the 
plaintiff’s business. During the pendency of said 
action in the Northern District of Illinois the above entitled 
action was commenced in the District Court of the United 
States for the District of Columbia. 

On the 18th day of September 1944, Fred B. Collier, one 
of the plaintiffs in the above entitled action, spoke to your 
affiant by telephone and stated that the agreement made at 
the conference above mentioned held on the 13th day of 
September 1944 was “off”, that an action for injunction 
had been commenced in Chicago and that the plaintiff was 
proceeding immediately to make shipments of said drug 
under the labeling he had been using. 

Affiant further says that if the preliminary injunction 
prayed by the plaintiffs in the above entitled action be 
granted irreparable damage and injury may be suffered 
by the United States of America in that the plaintiffs may 
introduce into interstate commerce said drug in violation 
of and in defiance of law, and that purchasers and users of 
said drug may suffer irreparable injury. 

This affidavit is made to be used in opposition of the mo¬ 
tion of the plaintiffs’ above entitled action for preliminary 
injunction. 


GEORGE P. LARRICK 
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Subscribed and sworn to before me this 30th day of Sep¬ 
tember, 1944. 

JOSEPH COHEN 
Notary Public , District of Columbia. 

My commission expires December 14, 1944. 

Exhibit “A” 

24 Filed Oct 6 1944 

In the District Court of the United States of America 
For the Western District of Missouri 
Western Division 

No. 1719. 

United States of America, Plaintiff , 

v. 

83 Gross, More or Less, of “Pso-Ridisal,” Defendant. 

Amended Libel 

The United States of America, by David A. Thompson, 
Assistant United States Attorney for the Western District 
of Missouri, who prosecutes for and on behalf of the United 
States of America, comes now and files its amended libel 
and informs the court that, at the time of filing of the^origi- 
nal libel herein, there was in the possession of Sulfa Prod¬ 
ucts Company, at Kansas City, Jackson County, Missouri, 
in the Western Division of the Western District of Mis¬ 
souri, and within the jurisdiction of this court, 83 gross, 
more or less, of “Pso-Ridisal”; 

That an examination of samples taken from this consign¬ 
ment shows that the article contains approximately one-half 
gram of sulfanilamide per fluid ounce, 0.85 carbolic acid, 
mineral oil, and water. 

That said article is misbranded within the meaning of 
21 U. S. C. 352(a) in that the following statements which 
appear on the label of some of the bottles 
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“Pso-Ridisal A Treatment for Skin Diseases * * * Designed 
to * * # protect against infection resulting from skin irri¬ 
tations * * * Recommended for Psoriasis Athlete’s Foot 
• * • Dandruff Eczema Acne • * • Diaper Rash Industrial 
dermatitis * * * ” 

and the following statements which appear on the label of 
other bottles 

“Pso-Ridisal For the Relief of Skin Diseases * * • De¬ 
signed to * * # protect against infection resulting from skin 
irritations * * * For the Relief of: Psoriasis * * * Athlete’s 
Foot Dandruff Eczema Acne * • • Diaper Rash Industrial 
Dermatitis * • * ” 

25 and the following statements which appear on the 
label of other bottles of the article 

“Pso-Ridisal • * • Designed to protect against infection 
resulting from skin irritations • # • Recommended for the 
relief of conditions resulting from Psoriasis * * * Athlete’s 
Foot Dandruff Eczema Acne * * # Diaper Rash Industrial 
Dermatitis * * * 99 

are false and misleading since such statements represent 
and suggest that the article would be efficacious in the con¬ 
ditions mentioned, whereas, the article would not be effica¬ 
cious in the conditions mentioned. 

That the article is further misbranded within the mean¬ 
ing of 21 U. S. C. 352(f)(2) in that the labeling of the 
article fails to bear such adequate 'warnings against unsafe 
dosage or methods of administration or application in such 
manner and form as are necessary for the protection of 
users since the article contains sulfanilamide and the label- 

i 

ing of the articles fails to bear a warning that their use 
should be discontinued if a new skin rash appears or if 
the skin condition under treatment becomes worse. 

That on or about the 5th, 11th, 19th and 28th days of 
October, 1943, on or about the 9th day of November, 1943, 
via Railway Express Agency, on or about the 1st day of 
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December, 1943, via Universal Carloading and Distributing 
Company, Inc., and on or about the 15th day of December, 
1943, via National Carloading Corporation, the said 83 
gross, more or less, of “Pso-Ridisal” were shipped and 
caused to be shipped in interstate commerce from Royal 
Oak, Michigan by Nu-Basic Product Company, to Sulfa 
Products Company, Kansas City, Missouri, and said articles 
now remain unsold in the original unbroken packages in the 
possession of Sulfa Products Company, Kansas City, Mis¬ 
souri. 

26 Wherefore, it is prayed that process issue direct¬ 
ing the United States Marshal for the Western Dis¬ 
trict of Missouri, to seize the said 83 gross, more or less, of 
“ Pso-Ridisal, ” for condemnation and that the same be held 
by the said United States Marshal to be dealt with as this 
Honorable Court may order and determine. 


Assistant United States Attorney 

United States of America 
Western District of Missouri 
Western Division 

David A. Thompson, being duly sworn, upon his oath 
states that he is Assistant United States Attorney for the 
Western District of Missouri, and upon his official oath 
states that the allegations and averments contained in the 
foregoing libel are true as he verily believes. 


Subscribed and sworn to before me this 14th day of Feb¬ 
ruary, 1944. 


A. L. ARNOLD, Clerk 


By: 


Deputy 
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Exhibit “B” 

27 Filed Oct 6 1944 

In the District Court of the United States of America 
For the Western District of Missouri 
Western Division 

No. 1648. 

United States of America, Plaintiff, 

v. 

50% Dozen Bottles, More of Less, of “ Sulfa-Seb ’and 
17% Dozen Bottles, More or Less, of “Sulfa-Ped”, 
Defendant. 

Amended Libel 

The United States of America, by Otto Schmid, Assistant 
United States Attorney for the Western District of Mis¬ 
souri, who prosecutes for and on behalf of the United 
States of America, comes now and files its amended libel 
and informs the court that, at the time of the filing: of the 
original libel herein, there were in the possession of Sulfa 
Products Company at Kansas City, Jackson County, Mis¬ 
souri, in the Western Division of the Western District of 
Missouri, and within the jurisdiction of this court, 50% 
Dozen Bottles, more or less, of “Sulfa-Seb” and 17% Dozen 
Bottles, more or less, of “Sulfa-Ped’\ 

That an examination of samples taken from this consign¬ 
ment shows that each of the preparations contains approxi¬ 
mately a /2 gram of sulfanilamide per fluid ounce; approxi¬ 
mately 0.75 gram of phenol (carbolic acid) per 100 cubic 
centimeters; oil, including a large proportion of mineral 
oil; and water. 

That said articles are misbranded within the meaning of 
21 U. S. C. as follows: 

(Sulfa-Seb) 352(a) in that the following statements ap¬ 
pearing on the label of the article, namely, 
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“For Hair and Scalp * * * Designed as a fungicide to re¬ 
lieve itching, and treat and control the condition resulting 
from infection round the follicles of the hairs # * 

are false and misleading in that the article is not an 
28 adequate treatment for disease conditions of the hair 

and scalp, and in that the article is not fungicidal and 
will not control conditions resulting from infection around 
the follicles of the hair; 

(Sulfa-Ped) 352(a) in that the following statements ap¬ 
pearing on the label of the article, namely, 

“A New Treatment for Athletes Foot * * • Designed as a 
fungicide to relieve discomfort and treat and control the 
conditions identified with fungus and bacterial conditions 
of the feet * # • ”, 

are false and misleading since the article is not a treatment 
for athlete’s foot, is not a fungicide, and will not relieve 
discomfort and treat and control the conditions identified 
with fungus and bacterial conditions of the feet. 

(Sulfa-Seb) and (Sulfa-Ped) 352 (f) (2) in that the 
labeling of the articles fails to bear such adequate warnings 
against unsafe dosage or methods of administration or ap¬ 
plication, in such manner and form as are necessary for the 
protection of users since the articles contain sulfanilamide 
and the labeling of the articles fails to bear a warning that 
their use should be discontinued if a new-skin rash appears 
or if the skin condition under treatment becomes worse. 

That on or about the 19th day of October, 1943, the said 
50 3/4 Dozen Bottles, more or less, of “Sulfa-Seb”, and 
17 3/4 Dozen Bottles, more or less, of “Sulfa-Ped”, were 
shipped and caused to be shipped in interstate commerce 
from Boyal Oak. Michigan by Nu-Basic Product Company, 
via Railway Express Agency, to Sulfa Products Company, 
Kansas City, Missouri, and said articles now remain unsold 
in the original unbroken packages in the possession of 
Sulfa Products Company, Kansas City, Missouri. 
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Wherefore, it is prayed that process issue directing the 
United States Marshal for the Western District of Mis¬ 
souri, to seize the said 50 3/4 Dozen Bottles, more 
29 or less, of “Sulfa-Seb”, and 17 3/4 Dozen Bottles, 
more or less, of “Sulfa-Ped”, for condemnation and 
that the same be held by the said United States Marshal 

i 

to be dealt with as this Honorable Court may order and 
determine. 


Assistant United States Attorney 

United States of America 
Western District of Missouri 
Western Division. 

Otto Schmid, being duly sworn, upon his oath states that 
he is Assistant United States Attorney for the Western 
District of Missouri, and upon his official oath states that 
the allegations and averments contained in the foregoing 
libel are true as he verily believes. 


Subscribed and sworn to before me this .... day of 
February, 1944. 


A. L. ARNOLD, Clerk 


By: 


Deputy 
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Exhibit “C” 

30 Filed Oct 6 1944 

In the District Court of the United States of America 
For the Western District of Missouri 
Western Division. 

No. 1921 

United States of America, Plaintiff , 

v. 

1233 Dozen, More or Less Bottles of “Pso-Ridisal”, 

Defendant. 

Libel 

The United States of America, by Earl A. Grimes, 
Assistant United States Attorney, for the Western District 
of Missouri, who prosecutes for and on behalf of the 
United States of America, comes now and informs the 
court that there are now in the possession of Sulfa Prod¬ 
ucts Company, Kansas City, Jackson County, Missouri, in 
the Western Division of the Western District of Missouri, 
and within the jurisdiction of this court, 1233 dozen, more 
or less, bottles of an article labeled in part “Pso-Ridisal”. 

That an examination of a sample taken from these con¬ 
signments shows that the article is composed essentially 
of Sulfanilamide, 0.66 gram per fluidounee; 0.93% carbolic 
acid; approximately 80% of mineral oil, and water. 

The article is misbranded within the meaning of 21 
L T . S. C. as follows: 

362(a) in that the legend “A Sulfa Drug Compound"’ 
and the designation “Pso-Ridisal” appearing on the label 
are false and misleading since they imply that the article 
will be effective for ridding the user of Psoriasis by reason 
of its content of sulfanilamide, when such is not the 

31 case: 352(a) in that the statement on the label “This 
preparation is intended * * * to soothe the * * * irri¬ 
tation and discomfort resulting from such skin diseases as 
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Psoriasis, Dermatitis, Eczema, * * * Athlete’s Foot and 
Dandruff, and to assist in removing • * * unsightly lesions. 
• * * ” is false and misleading because the article will not 
be effective to soothe the irritation and discomfort result¬ 
ing from psoriasis, dermatitis, eczema, athlete’s foot and 
dandruff, or to assist in removing unsightlv lesions; and 
because the statement engenders the impression that the 
article is an effective remedial agent for psoriasis, derma¬ 
titis, eczema, athlete’s foot, and dandruff and for the re¬ 
moval of unsightly lesions, whereas such is not the case; 

352(a) in that the statement on the label “'Warning 

Initial application should be confined to a small area of 

body to permit comparison between treated and untreated 

parts. Should undesirable reaction occur, discontinue use 

immediately and consult your physician. Use only as 

directed.” is misleading since it leaves the impression that 

the only potentially harmful effect the article may have is 

the causing of visible or otherwise recognizable reaction, 

on the small area of the bodv treated when such is not the 

•> 

case, and fails to reveal the fact, material in the light of 
such representation, that use of the article may sensitize 
the user to sulfonamides so as to preclude their subsequent 
use, including their use in serious disease conditions, and 
that such sensitization may not be recognized by the user: 

1 352(a) in that the legend appearing on the label “A 
Sulfa Drug Compound” is misleading in that it creates the 
impression that sulfanilamide is the only pharmacologi¬ 
cally active component of the preparation, whereas the 
preparation contains also carbolic acid and mineral oil 
which are pharmacologically active; 

32 352(e) in that it is a drug and is fabricated from 

two or more ingredients and its label fails to bear 
the common or usual name of each of the active ingredients, 
since the label fails to bear the common or usual name of 
the active ingredient, carbolic acid; 

352(f)(1) in that its labeling fails to bear adequate di¬ 
rections for use in the treatment of impetigo, for which 
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purpose the article is offered since the statement on the 
label “Directions This preparation is intended * * * to 
soothe * * * irritation and discomfort resulting from such 
skin diseases as * * * Impetigo * * * Shake well before 
using and then apply locally by a gentle finger massaging 
of affected parts” does not constitute adequate directions 
for use of the article in the treatment of impetigo; 

352(f)(2) in that its labeling fails to bear such adequate 
warnings against unsafe methods of application in such 
manner and form as are necessary for the protection of 
users, since the article contains sulfanilamide and its label¬ 
ing fails to bear a warning that its use should be discon¬ 
tinued if the skin condition under treatment becomes worse, 
or if a new rash appears, or if the patient develops a fever 
or any other indication of illness; and its labeling fails to 
apprise the purchaser that the article may sensitize the 
user of sulfonamides so as to preclude their subsequent 
use, including their use in serious disease conditions. 

That on or about the 19th, 26th and 29th days of April, 
1944 and the 10th day of May, 1944, the said 1233 dozen, 
more or less, bottles of “Pso-RidisaP, -were shipped and 
caused to be shipped in interstate commerce from Royal 
Oak, Michigan, by Nu-Basic Products Company, via 
National Carloading Corporation, to Sulfa Products Com¬ 
pany, Kansas City, Missouri, and said article now remains 
unsold in the original unbroken packages in the possession 
of Sulfa Products Company, Kansas City, Missouri. 
33 Wherefore, it is prayed that process issue direct¬ 
ing the United States Marshal for the Western Dis¬ 
trict of Missouri, to seize the said 1233 dozen, more or less, 
bottles of “Pso-Ridisal”, for condemnation and that the 
same be held by the said United States Marshal to be dealt 
with as this Honorable Court may order and determine. 


Assistant United States Attorney. 
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United States of America 
Western District of Missouri 
Western Division. 

Earl A. Grimes, being; duly sworn upon liis oath, states 
that he is Assistant United States Attorney for the West¬ 
ern District of Missouri, and upon his official oath states 
that the allegations and averments contained in the fore¬ 
going libel are true, as he verily believes. 


Subscribed and sworn to before me this ... day of 
August, 1944. 


A. L. ARNOLD, Clerk 

By: . 

Deputy. 



Filed Oct 6 1944 

• •••*#*• 


Affidavit of Adolph Roslcnberg, Jr., M. D. 

Adolph Rostenberg, Jr., being first duly sworn on oath, 
says that he is, and for more than three years last past 
has been, Senior Medical Officer of the Food and Drug Ad¬ 
ministration, specializing in dermatology; that he grad¬ 
uated from McGill University School of Medicine in 1931 
with the degree of Doctor of Medicine; thereafter interned 
at Sydenham Hospital, New York City, for two years; did 
post-graduate work in dermatology at New York Post- 
Graduate Hospital and Medical School, Columbia Univer¬ 
sity, New York City, from the years 1933 to 1938, inclusive; 
that during the years 1934 to 1938, inclusive, he was alter¬ 
nate lecturer in dermatologic allergy at New York Post- 
Graduate Medical School, and in charge of the investiga¬ 
tion of dermatoses of presumptive allergic etiology; that 
during the years 1933 to 1938, inclusive, he was on the der¬ 
matologic staff of Sydenham and Montefiori Hospitals, 
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New York City; that during the years 1935 to 1938, inclu¬ 
sive, he was physician in charge of the Mott Haven Ven¬ 
ereal Disease Diagnostic Clinic of the New York City 
Department of Health; that he now is, and since the 
35 year 1942 has been, instructor in dermatology at 
George Washington University in the District of 
Columbia, and is on the dermatological staff of the Emer¬ 
gency and the Children’s Hospitals in the District of 
Columbia; that he is the author of twelve publications in 
the field of dermatology; and that he is a diplomate of the 
American Board of Dermatology and Svphilology, an asso¬ 
ciate fellow of the American Medical Association, a mem¬ 
ber of the Societv for Investigative Dermatologv, and a 
member of the Baltimore-Washington Dermatological 
Society. 

Affiant further says that he is familiar with the compo¬ 
sition of the drug Pso-Ridisal, subject of the above-entitled 
action; that the same consists of an emulsion of mineral 
oil containing approximately one to one and one-half 
percent of sulfanilamide and three-fourths of one percent 
carbolic acid (phenol) and other ingredients: and from 
personal experience and from his knowledge of the action 
of drugs and the therapeutic effect of the constituents, 
alone or in combination, of said drug, and from his knowl¬ 
edge thereof gained from the literature and from general 
reputation among medical practitioners in the field of der¬ 
matology, that said drug would not be of any value in the 
treatment of psoriasis, dandruff, eczema, acne, or indus¬ 
trial dermatitis, except in so far as the oils in the drug 
might loosen scales on skin lesions and thereby mechani¬ 
cally facilitate their removal. 

Affiant further says that in conditions known as athlete’s 
foot and diaper rash said drug may have some effect on 
superimposed secondary pyogenic (bacterial) infections, 
but that said drug would not be of any value for the pri¬ 
mary underlying conditions; that said drug could be of 
some benefit in the treatment of impetigo but that the di- 
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rections for use of said drug contained in the labeling 
accompanying the same are not adequate for the user to 
obtain beneficial results therefrom. 

36 Affiant further says that in conditions of eczema, 
diaper rash and industrial dermatitis said drug not 
only would be of no value but its use might irritate the un¬ 
derlying conditions; that in such conditions characterized 
bv oozing, oilv substances ordinarily are contraindicated 
for the reason that thev do not mix with or dissolve secre- 
tions from the lesions and tend to prevent the secretions 
from escaping from the diseased parts. This damming 
back of the secretions also furnishes a field or medium for 
the development or growth of organisms, which may result 
in additional infection. 

Affiant further states that in the use of a drug, such as 
Pso-Ridisal, containing sulfanilamide in the treatment of 
diseases of the skin, including those diseases mentioned 
in the labeling of said drug, some persons develop a sensi¬ 
tization to the sulfanilamide. This sensitization manifests 
itself at the time of use of the drug in the form of local 
skin irritations, which range in severity from a dermatitis 
similar to a mild sunburn to one which covers the entire 
body, causing the shedding of the whole skin and endanger¬ 
ing life. Involvement of the blood or of the kidney some¬ 
times results from the use of preparations containing 
sulfanilamide similar to the drug Pso-Ridisal. 

Sensitization to the sulfanilamide in the drug mav also 
have other deleterious effects in that such a person may be 
unable to tolerate the sulfa drugs and thereby be deprived 
of their use in the treatment of serious diseases such as 
pneumonia and meningitis, where the use of such drugs 
may be a life-saving measure. 

Affiant further says it is also possible that some persons 
may become refractory to the sulfanilamide as well as to 
other sulfa drugs from the use of Pso-Ridisal. If such a 
condition develops, the sulfa drugs would have no ther¬ 
apeutic value in the treatment of disease for such 
persons. 
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37 Affiant further states that the foregoing repre¬ 
sents the consensus of present-day reliable medical 

opinion. 

This affidavit is made to be used in opposition to the 
motion of the plaintiffs in the above-entitled action for a 
preliminary injunction. 

ADOLPH ROSTEXBERG, M. D. 

Subscribed and sworn to before me this thirtieth dav of 

* 

September, 1044, City cf "Washington, District Columbia. 

JOSEPH COHEN, 

Notary Public. District of Columbia. 

My commission expires December 14, 1944. 

*•*•«**••• 

38 Filed Oct 14 1944 

**##**##*• 

Affidavit of Fred B. Collier. 

District of Columbia, ss: 

Fred B. Collier of the Citv of Roval Oak, State of Mich- 
igan, first being duly sworn, deposes and says: That he, 
together with his wife Dianne I. Collier, are the owners of 
the company known as the Xu-Basic* Products Company 
with its principal place of business at Royal Oak, Michi¬ 
gan, are plaintiffs in this case: and that plaintiffs make 
and distribute a product styled Pso-Ridisal, which is 
a compound of mineral and vegetable oils with approxi¬ 
mately 1/2 gram of Sulfanilamide per fluid ounce and not 
more than one gram of phenol per 100 c. c., for external 
application only; 

That in the affidavit of Dr. Adolph A. Rostenberg. Senior 
Medical Officer of the Food and Drug Administration, at¬ 
tached to Defendants’ Motion to Dismiss, appears the fol¬ 
lowing statement: 

“Affiant further states that in the use of a drug, such as 
Pso-Ridisal, containing sulfanilamide in the treatment of 
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diseases of the skin, including those diseases mentioned 
in the labeling of said drug, some persons develop a sensi¬ 
tization to the sulfanilamide. This sensitization manifests 
itself at the time of use of the drug in the form of local 
skin irritations, which range in severity from a dermatitis 
similar to a mild sunburn to one which covers the entire 
body, causing the shedding of the whole skin and endanger¬ 
ing life. Involvement of the blood or of the kidney some¬ 
times results from the use of prepartions containing sulfa¬ 
nilamide similar to the drug Pso-Ridisal.” 

39 That contrary to the above statement scientific 
and medical authorities generally agree that there 
is little danger of sensitization from the use of sulfanila¬ 
mide and at least another of sulfa drugs called sulfa¬ 
diazine: that the greatest single long-term program to de¬ 
termine the effect of sulfadiazine prophylaxis was recently 
completed by tests of prophylactic doses of this drug given 
continuously over a period of four months to about 250,000 
naval trainees, and that a report of this program appears 
in the September 9, 1944 issue of the Journal of the Amer¬ 
ican Medical Association, prepared by Commander Alvin 
F. Coburn, MC-V(S) U. S. N. R., Washington, D. C., 
whose summarizing result shows 

“that the continuous ingestion of one gram of sulfa¬ 
diazine daily is adequate (a) to check a well advanced 
streptococcus epidemic, (b) to check a streptococcus out¬ 
break at its onset, and (c) to protect 85% of susceptible 
recruits from implantation with bacterial respiratory path¬ 
ogens. These observations also suggest that a continuous 
daily dose of 0.5 Gm. of sulfadiazine (affording a mean 
level of 1.4 mg. per hundred cubic centimeters in the blood 
and perhaps 0.8 mg. per hundred cubic centimeters in se¬ 
cretions of the respiratory tract) is almost 85 per cent 
effective in preventing implantation by Streptococcus 
haemolyticus. The only untoward effect of mass sulfa¬ 
diazine prophylaxis is the occurrence of evanescent rashes 
in 0.5 per cent and dangerous constitutional disturbances 
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in 0.01 per cent. Mass sulfadiazine prophylaxis is effective 
(a) in checking bacterial infections of the respiratory 
tract, (b) in preventing the development of disabling se¬ 
quelae caused by these bacteria and (c) in aiding the econ¬ 
omy of a nation at war. 

“Dr. Jones asked about what is being done to determine 
the question of sensitivity. The possibility of individuals 
becoming sensitized to the drug has been considered. As 
yet, evidence for an increasing sentitivity in individuals 
who are on the prophylactic program is not available. Re¬ 
peated periods of prophylaxis on the same groups have 
shown in each instance a decreased number of reactors for 
the second or third prophylactic period rather than an in¬ 
crease. Once the known positive reactors are eliminated, 
no further difficulty is encountered during subsequent 
periods of prophylaxis. We also now T have, a rather large 
number of troops who had had prophylactic sulfadiazine 
and who have subsequently developed an acute illness re¬ 
quiring the administration of sulfadiazine therapeutically. 
These patients have responded as well as those not having 
had a prophylactic period. These experiences do not appear 
compatible with an increasing sensitivity.” 

40 In respect to hundreds of cases tested by Captain 
Edward D. Freis, Medical Corps, Army of the 
United States, and reported in the same issue of the 
Journal of the American Medical Association, the data 
revealed: 

“that the temperature returned to normal more rapidly 
in the sulfadiazine-treated groups (3 and 4) than in the 
sulfanilamide spray-treated group (2). The group re¬ 
ceiving sulfadiazine micraform crystals locallv (4) seemed 

O 

to be the most benefited. However, the differences be¬ 
tween the various sulfonamide-treated groups are not of 
sufficient significance to merit separate discussion. 

“None of the patients who received sulfonamides devel¬ 
oped either toxic reactions or evidences of sensitization.” 

And concludes that 









34 


“There were no toxic or sensitization reactions observed 
in any of the 305 patients receiving sulfonamides in the 
doses given.’’ 

That the aforementioned scientific and medical report 
which appears in the leading medical journal of this coun¬ 
try as recent as September of this year is more controlling 
of the opinion generally of learned scientific and medical 
authority as to the value and safety of the sulfa drugs, 
than is the opinion expressed by the affiant, Dr. Rosten- 
berg, as in the report mentioned there was a daily minis¬ 
tration of prophylactic doses (1 gram of Sulfadiazine 
administered daily—the preparation in this case contains 
less than 1/2 gram per each fluid ounce and is for external 
application) over an extended period of time and particu¬ 
larly in such a vast number of cases. That the affiant, Dr. 
Rostenberg, as well as two other doctors appearing as med¬ 
ical experts for the Government in the Missouri case, tried 
last March, expressed the opinion that all sulfa drugs, 
used in any form and applied in any way, were dangerous 
to use because of sensitivity and sensitization, and that 
the latest medical thought was to oppose any and all use 
of said drugs. The Court held that the opinion of the Gov¬ 
ernment medical experts on this point was not con¬ 
trolling. 

41 Defendants in this action state that the plaintiffs 
for a considerable time have attempted to evade the 
Act and do not come into court with clean hands. 

In answer to the above assertions plaintiffs state that 
rather than attempting to evade the law they have sought 
diligently to conform to the law and the legal requirements, 
and through their counsel did, as early as October 11, 1943, 
inform the affiant, George P. Larrick, as Acting Commis¬ 
sioner of Food and Drugs, of their intentions so to do; 
that the good faith of these plaintiffs was further exhibited 
by attempting, through counsel in conference with the 
officials in April of this year, to reach an agreement with 
them in connection with the new label which was prepared 
for the sale of Plaintiffs’ product Pso-Ridisal after the 
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determination of the case tried in the District Court for 
the Western District of Missouri; that the label involved 
in this proceeding has not been the subject of a prior judg¬ 
ment in other parts of the United States, nor is said prod¬ 
uct misbranded because of its labeling, nor is the labeling 
in any respect misleading to the injury or damage of the 
purchaser or consumer as defendants charge; that the 
label involved in these proceedings was prepared by legal 
counsel other than this deponent, and that these plaintiffs 
have been advised and informed that said label conforms 
with all requirements of the law, as reasonaly construed 
and applied; that plaintiffs through their counsel at¬ 
tempted further to cooperation with the officials of the 
Food and Drug Administration by correspondence carried 
on up to May 29 of this year, but all these attempts were 
unsuccessful; plaintiffs frankly admit that they have 
sought in legal proceedings to protect their rights and 
property—this they have a right to do. That these legal 
proceedings instituted by the plaintiffs were not intended 
to harass the Government so as to permit the plain- 
42 tiffs to violate the law as charged, but, on the con¬ 
trary, in an honest and sincere effort to determine 
their legal rights in these matters; that plaintiffs have at 
no time attempted to evade the Act and that their business 
has not been conducted in an illegal manner as charged, 
nor have the plaintiffs defied the lawful provisions of the 
Act, nor do they object to the Act itself nor to the lawful 
administration thereof. Upon the facts and circumstances 
hereinbefore recited plaintiffs are now before this court 
with clean hands and in good faith. 

FRED B. COLLIER 

Subscribed and sworn to before me this 14th day of Oc¬ 
tober, 1944. 

RUTH V. STILES, 

(Seal) Notary Public , D . C. 

My commission expires Sept. 9, 1947. 

• ••••••••• 
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43 Filed Oct 14 1944 

• *•••*•••• 

State of Michigan, 

County of Oakland, ss: 

Affidavit. 

John M. Wise, being duly sworn, deposes and says that 
he is attorney for the Xu-Basic Products Company, man¬ 
ufacturers of Pso-Ridisal. He sent notice of retainer and 
request for pleadings to the Clerks of the United States 
District Courts and to United States District Attorneys 
in all jurisdictions wherein he suspected libel action insti¬ 
tuted by the United States of America may be pending; 
to-wit, the District Courts located in Miami, Florida; 
Kansas City, Missouri; Chicago, Illinois; Wichita, Kansas, 
Denver, Colorado; Topeka, Kansas; LaCrosse and Mad¬ 
ison, Wisconsin. 

That your deponent subsequently communicated with 
the District Attorneys in the various jurisdictions asking 
if said District Attorneys would be willing to stipulate to 
a consolidation of the actions with the original libel action 
in Chicago; that your deponent has received communica¬ 
tions from the United States District Attorneys of Denver, 
Colorado; Madison, Wisconsin; and Topeka, Kansas; 
wherein they all agree that consolidation of the cases would 
facilitate matters and that it is to their satisfaction but 
before entering into a stipulation for consolidation, they 
would first have to communicate and obtain authorization 
from the Food and Drug Administration; that the District 
Attorneys in the forementioned districts are again going 
to communicate with your deponent upon their receiving 
authorization from the Food and Drug Administration 
for the consolidation of these cases. 

Further your deponent saveth not. 

JOHN M. WISE. 
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Subscribed and sworn before me this 12th day of Octo¬ 
ber, 1944. 

B. LEONE WEHNER, 

Notary Public for the County of Oakland . 

My commission expires June 14, 1948. 

• ••••••••• 

44 Filed Oct 27 1944 

Memorandum. 

Motion to dismiss granted. 

MATTHEW F. McGUIRE, 
Associate Justice. 

October 27, 1944. 

• ••••••••• 

45 Filed Nov 9 1944 

Proposed Findings of Fact and Conclusions of Law. 

This cause having come on to be heard on plaintiffs’ 
motion for a preliminary injunction, and defendants’ 
motion to dismiss the action and for summary judgment, 
the Court hereby files its Findings of Fact and Conclu¬ 
sions of Law as follows: 

The Court Finds: 

1. This is a suit for injunction to restrain defendants 
from making further seizures of plaintiffs’ drug product, 
Pso-Ridisal, multiple seizures of which have been made 
and are threatened to be continued, purportedly under the 
Federal Food, Drug, and Cosmetic Act. 

2. During the times mentioned in the petition for in¬ 
junction, plaintiffs were and are partners doing business 
as the Nu-Basic Products Company, Royal Oak, Michigan, 
manufacturing and selling in interstate commerce a drug 
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product known as Pso-Ridisal for external application to 
soothe skin irritations. 

3. Pso-Ridisal is a compound of mineral and vegetable 
oils with approximately 1/2 gram of sulfanilamide per 
fluid ounce and not more than 1 gram of phenol per 100 
cubic centimeters. 

46. 4. Seizures of plaintiffs’ product have been made 

and libels filed in the cities of Chicago, Ill., Kansas 
City, Mo., Wichita, Kan., Miami, Fla., La Crosse, Wis., 
and Denver, Colo., based upon the same general allegations 
of misbranding. 

5. Defendants threaten to file further libels and make 
further seizures of plaintiffs’ product. 

6. The business and good will of plaintiffs amount to 
over $100,000. 

7. The prosecution of libels in various cities is causing 
plaintiffs great and unnecessary expense and irreparable 
damage to their business and good will. 

8. On January 21, 1942, a shipment of Pso-Ridisal was 
seized pursuant to a libel of information filed in the United 
States District Court for the Northern District of Illinois. 
The libel alleged that the drug was misbranded because its 
labeling was false and misleading. The plaintiffs herein 
appeared as claimants of the seized article, and by consent 
a decree of condemnation of the label was based on said 
misbranding was entered on April 12,1944. The label there 
condemned however was not the label involved in this pro¬ 
ceeding. 

9. On January 28, 1944, a shipment of Pso-Ridisal was 
seized pursuant to a libel of information filed in the United 
States District Court for the Western District of Missouri. 
The libel alleged that the drug was misbranded because its 
labeling was false and misleading. The plaintiffs herein 
appeared as claimants of the seized article, said action 
was thereafter removed to the United States District Court 
for the Northern District of Illinois, and by consent decree 
said label was condemned, based on said misbranding, on 
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April 26, 1944. The label there condemned however was 
not the label involved in this proceeding. 

47 10. On November 10, 1943, shipments of said drug 
bearing the names Sulfa-Seb and Sulfa-Ped were 

seized pursuant to a libel of information filed in the United 
States District Court for the Western District of Missouri. 
The libel alleged that the drug was misbranded because its 
labeling was false and misleading and because its labeling 
failed to bear adequate warnings because of the carbolic 
acid content against unsafe dosage or methods of use in 
a manner and form necessary for the protection of users, 
which count was later withdrawn by the Government. After 
trial, the Court, on April 3, 1944, entered a decree based 
on said false and misleading labeling condemning the 
labeling of said drug, holding however that the drug was 
not misbranded because of failure of the label to contain 
a warning in respect to use, the bottles and preparations 
therein to be turned over to the claimants for such further 
use thereof as the claimants lawfully may make. The label 
there condemned, however, was not the label involved in 
this proceeding. 

11. After the entry of the decrees in the above mentioned 
cases of January 21, 1942 and January 28, 1944, applica¬ 
tions were made by plaintiffs herein to the courts in which 
said actions had been filed praying that the seized articles 
be delivered to them to be brought into compliance with 
the provisions of the Federal Food, Drug, and Cosmetic 
Act under the supervision of an officer or employee of the 
Food and Drug Administration, which applications were 
granted upon the execution of sufficient bond conditioned 
as required by law. Thereafter, the plaintiffs herein sub¬ 
mitted to the Food and Drug Administration a proposed 
form of label to accompany the seized articles, which 

48 label had been prepared by competent legal special¬ 
ists in the Food and Drug Law. This label was ob¬ 
jected to by certain officials in the Food and Drug Admin¬ 
istration. 
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12. Thereafter, the plaintiffs herein continued distrib¬ 
uting their product in interstate commerce under the name 
Pso-Ridisal accompanied by labeling differing materially 
in wording and content from the labels which were in¬ 
volved in the actions above mentioned. 

13. On or about June 13, 1941, the Federal Security Ad¬ 
ministrator purportedly delegated to the Commissioner of 
Food and Drugs authority to make determinations of 
probable cause under Section 304(a) of the said Act (21 
U. S. C. 334(a)). 

14. On July 29, 1944, the Commissioner of Food and 
Drugs determined that he had probable cause to believe, 
and that he did believe, on the basis of facts found by em¬ 
ployees and officials of the Food and Drug Administration, 
that the labeling of said drug Pso-Ridisal would be and 
was in a material respect misleading to the injury or 
damage of the purchaser or consumer. 

15. That plaintiffs have sought diligently under Section 
304 (b) clause numbered (2) to reach an agreement upon 
stipulation between the parties in respect to trial on all 
the libels in the Federal Court at Chicago. 

16. One of said seizure actions last above mentioned was 
commenced in the United States District Court for the 
Western District of Missouri, entitled “United States v. 
1233 Bottles Pso-Ridisal”. The plaintiffs herein appeared 
as claimants in said action and by motion filed on or about * 
September 8,1944, sought to have said action dismissed on 
the ground that other seizure actions involving said drug 
and founded on the same or similar allegations of mis¬ 
branding were already pending in other district 

49 courts of the United States and it appeared that the 
proceeding was defective. The District Court de¬ 
nied said application on September 16,1944. Later amend¬ 
ment was made to the Government’s pleadings, and the 
case is still pending. 

17. On or about September S, 1944, the plaintiffs herein 
filed in the United States District Court for the Western 
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District of Missouri an action entitled “Fred B. Collier 
et al v. The United States of America, Federal Food and 
Drug Administration”, praying an injunction restraining 
the further seizure of shipments of said drug. Said 
action was dismissed by said District Court on plaintiffs’ 
motion on September 9, 1944, because of lack of service 
on defendants. 

18. On or about September 16, 1944, the plaintiffs here¬ 
in filed an action in the United States District Court for 
the Northern District of Illinois, entitled “Fred B. Collier 
et al v. Paul V. McNutt, Federal Security Administrator”, 
praying that the said Administrator be enjoined from in¬ 
stituting new libel proceedings against said drug Pso- 
Ridisal and from harassing or interfering with the plain¬ 
tiffs’ business. Said action was dismissed on motion of 
the plaintiffs on or about September 29, 1944, because of 
lack of service on defendants. 

19. On September 20, 1944, the plaintiffs herein filed a 
petition in the United States District Court for the District 
of Columbia against the defendants herein seeking to re¬ 
strain and enjoin them from instituting new libel proceed¬ 
ings and from further seizures of the product Pso-Ridisal, 
and from harassing and interfering with plaintiffs’ oper¬ 
ation of their business and the business of their distribu¬ 
tors and dealers and from instituting any action based 
upon the same alleged misbranding which was the subject 

matter of the proceedings already instituted against 
50 the plaintiffs’ said product, and on September 21. 

1944, plaintiffs moved that a preliminary injunction 
be granted. 

20. On or about October 16, 1944, the defendants herein 
moved to dismiss this action and for summary judgment 
on the grounds that the petition of plaintiffs herein failed 
to state facts which entitled plaintiffs to the relief sought 
therein, and that this Court did not have jurisdiction of 
the subject matter of this action. 
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The Court Files the Following Conclusions of Law: 

1. On or about June 13, 1941, the Federal Security Ad¬ 
ministrator attempted to delegate to the Commissioner of 
Food and Drugs, Federal Security Agency, authority to 
make determinations of probable cause contemplated by 
Section 304(a) of the Federal Food, Drug, and Cosmetic 
Act (21 U. S. C. 334(a)). 

2. The institution of multiple libel for condemnation 
actions against plaintiffs’ product Pso-Ridisal was not 
authorized by law inasmuch as the Commissioner of Food 
and Drugs of the Federal Security Agency and not the 
Federal Security Administrator had determined, purport¬ 
edly pursuant to said Section 304(a) of said Act (21 U. S. 
C. 334(a)), that he had probable cause to believe and that 
he did believe, from facts found by officers and employees 
of the Food and Drug Administration, that the labeling of 
said drug Pso-Ridisal would be and was in a material re¬ 
spect misleading to the injury or damage of the purchaser 
or consumer. 

3. There has been no prior judgment in favor of the 
United States based upon the alleged misbranding, pur¬ 
suant to Section 304(a) clause (1) which would warrant 
multiple seizures of plaintiffs’ product. 

4. The actions of defendants complained of by plaintiffs 

herein were illegal, were in excess of the authority 
51 vested in defendants by law, and in violation of 
Amendment V to the Constitution of the United 
States. 

5. The petition filed by plaintiffs herein discloses a cause 
of action against the defendants named therein since said 
defendants do authorize the institution of libel for con¬ 
demnation and while there may not be a mandatory duty 
vested in United States Attorneys or the Department of 
Justice to institute libel for condemnation, yet they do so 

only on referral bv or recommendation of defendants. 

•> 

6. The plaintiffs herein have established that they have 
suffered and will suffer irreparable or legal injury by the 
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institution of libel for condemnation actions under the 
Federal Food, Drug, and Cosmetic Act against their prod¬ 
uct Pso-Ridisal. 

7. The action instituted by plaintiffs herein is not a suit 
against the United States and this Court does have juris¬ 
diction of the subject matter of this action. 

8. The petition filed by plaintiffs herein establishes 
grounds for equitable relief and states facts which entitle 
the plaintiffs to the relief sought by them. 

9. The motion made by plaintiffs herein for a preliminary 
injunction should be granted. 

10. The motion made by defendants herein to dismiss 
this action and for summary judgment should be denied. 

11. The motion to dismiss admits all the material facts 
averred in the petition. 

Let the foregoing Findings of Fact and Conclusions of 
Law be filed, and order and decree be entered accordingly. 


Dated., 1944. 


United States District Judge. 
52 Filed Nov 7 1944 


Findings of Fact and Conclusions of Law. 

This cause having come on to be heard on plaintiffs’ 
motion for a preliminary injunction, and defendants’ mo¬ 
tion to dismiss the action and for summary judgment, the 
Court hereby files its Findings of Fact and Conclusions of 
Law as follows: 

The Court Finds: 

1. The plaintiffs are, and were during the times men¬ 
tioned in the petition for injunction, the owners of the 
Nu-Basie Products Company, which manufactures and sells 
in interstate commerce a drug product known as Pso- 
Ridisal for extrnal use for diseases of the skin. 


i 
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2. The said drug consists of a mineral oil emulsion, sul¬ 
fanilamide, carbolic acid (phenol), and other ingredients, 
and has been introduced into interstate commerce under 
the names Sulfa-Seb and Sulfa-Ped, as well as under the 
name Pso-Ridisal. 

3. On January 21, 1942, a shipment of Pso-Ridisal was 
seized pursuant to a libel of information filed by the Gov¬ 
ernment under the Federal Food, Drug, and Cosmetic Act 
in the United States District Court for the Northern Dis¬ 
trict of Illinois. The libel alleged that the drug was mis¬ 
branded because its labeling was false and misleading. 
The plaintiffs herein appeared as claimants of the seized 
article, and by consent a decree of condemnation based on 

said misbranding w T as entered on April 12, 1944. 

53 4. On January 28, 1944, a shipment of Pso-Ridisal 

was seized pursuant to a libel of information filed 
under the said Act in the United States District Court for 
the Western District of Missouri. The libel alleged that the 
drug was misbranded because its labeling was false and 
misleading. The plaintiffs herein appeared as claimants of 
the seized article, said action was thereafter removed to 
the United States District Court for the Northern District 
of Illinois, and said article so seized was condemned by 
consent decree of condemnation based on said misbranding 
on April 26,1944. 

5. On November 10,1943, shipments of said drug bearing 
the names Sulfa-Seb and Sulfa-Ped were seized pursuant 
to a libel of information filed under the said Act in the 
United States District Court for the Western District of 
Missouri. The libel alleged that the drug was misbranded 
because its labeling was false and misleading and because 
its labeling failed to bear adequate warnings against un¬ 
safe dosage or methods of use in a manner and form 
necessary for the protection of users. After trial, the said 
Court, on April 3, 1944, entered a decree based on said 
false and misleading labeling condemning the labeling of 
said drug. 
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6. After the entry of the decrees above mentioned, appli¬ 
cations were made by plaintiffs herein to the courts in 
which said actions had been filed praying that the seized 
articles be delivered to them to be brought into compliance 
with the provisions of the Federal Food, Drug, and Cos¬ 
metic Act under the supervision of an officer or employee 
of the Food and Drug Administration, which applications 
were granted upon the execution of sufficient bond con¬ 
ditioned as required by law. Thereafter, the plaintiffs 
herein submitted to the Food and Drug Administration 
for approval a proposed form of labeling to accompany 
the seized articles, which form of labeling the Food and 
Drug Administration, after due consideration, did not 
approve. 

7. Thereafter, the plaintiffs herein continued distributing 
its product in interstate commerce under the name Pso- 
Ridisal accompanied by labeling differing in minor respects 
from that which had accompanied the said drug involved 

in the actions above mentioned. 

54 8. On or about June 13,1941, the Federal Security 

Administrator delegated to the Commissioner of 
Food and Drugs authority to make determinations of prob¬ 
able cause under Section 304(a) of the said Act (21 XJ. S. C. 
334(a)). 

9. On July 29, 1944, the Commissioner of Food and 
Drugs determined that he had probable cause to believe, 
and that he did believe, on the basis of facts found bv em- 
plovees and officials of the Food and Drug Administration, 
that the labeling of said drug Pso-Ridisal would be and 
was in a material respect misleading to the injury or 
damage of the purchaser or consumer. Thereafter, a 
number of seizures of said drug with such labeling were 
made pursuant to libels of information filed in different 
district courts of the United States. 

10. The plaintiffs herein, from the filing of said libel 
actions last above mentioned until the argument on plain¬ 
tiffs’ motion for a preliminary injunction and defendants’ 
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motion to dismiss this action and for summary judgment, 
did not, pursuant to Section 304(b) of the Federal Food, 
Drug, and Cosmetic Act (21 U. S. C. 334(b)), apply to the 
court of one jurisdiction wherein one of said libel actions 
had been brought for an order consolidating all of said 
libel actions for trial in a district selected by the plaintiffs 
herein where one of such libel actions wras pending. 

11. One of said seizure actions last above mentioned was 
commenced bv the Government in the United States Dis- 
trict Court for the Western District of Missouri, entitled 
“United States v. 1233 Bottles Pso-Ridisal”. The plain¬ 
tiffs herein appeared as claimants in said action and by 
motion filed on or about September 8, 1944, sought to have 
said action dismissed on the ground that other seizure 
actions involving said drug and founded on the same or 
similar allegations of misbranding were already pending 
in other district courts of the United States. The said 
District Court denied said application on September 16, 
1944. 

i 

55 12. On or about September 8, 1944, the plaintiffs 

herein filed in the United States District Court for 
the Western District of Missouri an action entitled “Fred 
B. Collier et al. v. The United States of America, Federal 
Food and Drug Administration”, praying an injunction re¬ 
straining the further seizure of shipments of said drug. 
Said action was dismissed by said District Court on plain¬ 
tiffs’ motion on September 9, 1944. 

13. On or about September 16, 1944, the plaintiffs herein 
filed an action in the United States District Court for the 
Northern District of Illinois, entitled “Fred B. Collier et 
al v. Paul V. McNutt, Federal Security Administrator”, 
praying that the said Administrator be enjoined from in¬ 
stituting new libel proceedings against said drug Pso- 
Ridisal and from harassing or interfering with the plain¬ 
tiffs’ business. Said action was dismissed on motion of 
the plaintiffs on or about September 29, 1944. 

14. On or about September 20, 1944, the plaintiffs herein 
filed a petition in the United States District Court for the 
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District of Columbia against the defendants herein seek¬ 
ing to restrain and enjoin them from instituting new libel 
proceedings and from further seizures of the product 
Pso-Ridisal, and from harassing and interfering with 
plaintiffs’ operation of their business and the business of 
their distributors and dealers and from instituting any 
action based upon the same alleged misbranding which was 
the subject matter of the proceedings already instituted 
against the plaintiffs’ said product; and prayed that a pre¬ 
liminary injunction be granted. 

15. On or about October 16, 1944, the defendants herein 
moved to dismiss this action and for summary judgment 
on the grounds that the petition of plaintiffs herein failed 
to state facts which entitled plaintiffs to the relief sought 
therein, and that this Court did not have jurisdiction of 
the subject matter of this action. 

56 The Court Files the Following Conclusions 

of Law. 

1. On or about June 13, 1941, the Federal Security Ad¬ 
ministrator, pursuant to the authority vested in him by 
law, delegated to the Commissioner of Food and Drugs, 
Federal Security Agency, authority to make determina¬ 
tions of probable cause contemplated by Section 304(a) of 
the Federal Food, Drug, and Cosmetic Act (21 U. S. C. 
334(a)). 

2. The institution of multiple libel for condemnation 
actions against plaintiffs’ product Pso-Ridisal was author¬ 
ized by law inasmuch as the Commissioner of Food and 
Drugs of the Federal Security Agency had determined, 
pursuant to said Section 304(a) of said Act (21 U. S. C. 
334(a)), that he had probable cause to believe and that he 
did believe, from facts found by officers and employees of 
the Food and Drug Administration, that the labeling of 
said drug Pso-Ridisal would be and was in a material re¬ 
spect misleading to the injury or damage of the purchaser 
or consumer. 
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3. The actions of defendants complained of by plaintiffs 
herein were not illegal, were not in excess of the authority 
vested in defendants by law, and did not constitute an 
abuse of lawful duty. 

4. The petition filed by plaintiffs herein does not disclose 
any cause of action against the defendants named therein 
since said defendants do not and are not authorized to in¬ 
stitute libel for condemnation or other suits in anv court 
of the United States, and there is no mandatory duty 
vested in United States Attorneys or the Department of 
Justice to institute libel for condemnation or other suits 
on referral by or recommendation of defendants. 

5. The plaintiffs herein have not established that they 
have suffered or will suffer any irreparable or legal injury 
by the institution of libel for condemnation actions under 
the Federal Food, Drug, and Cosmetic Act against their 
product Pso-Ridisal. 

6. Since the petition filed by plaintiffs herein sought to 
restrain defendants, officials of the Federal Government, 
from performing their statutory functions, the action insti¬ 
tuted by plaintiffs herein was a suit against the United 
States which had not consented to be sued, and this Court 
does not have jurisdiction of the subject matter of this 

action. 

57 7. The petition filed by plaintiffs herein establishes 

no grounds for equitable relief and fails to state 
facts which entitle the plaintiffs to the relief sought by 
them. 

8. The motion made by plaintiffs herein for a preliminary 
injunction should be denied. 

9. The motion made by defendants herein to dismiss this 
action and for summary judgment should be granted. 

Let the foregoing Findings of Fact and Conclusions of 
Law be filed, and order and decree be entered accordingly. 

Dated November 7, 1944. 

MATTHEW F. McGUIRE, 
United States District Judge. 
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Receipt of two copies of foregoing Findings of Fact and 
Conclusions of Law T acknowledged this_day of Novem¬ 

ber, 1944. 

H. E. MANGHUM, 

Attorney for Plaintiffs. 

***#•*•••• 

58 Filed Nov 7 1944 

Order and Decree. 

This cause came on to be heard on plaintiffs’ motion for 
a preliminary injunction and defendants’ motion to dis¬ 
miss this action and for summary judgment and was 
argued by counsel for plaintiffs and defendants, and on 
consideration thereof, the Court having filed its Findings 
of Fact and Conclusions of Law, it is 
Ordered, Adjudged and Decreed that the motion of 
plaintiffs for a preliminary injunction be and it hereby is 
denied; and it is further 

Ordered, adjudged and Decreed that the motion of de¬ 
fendants to dismiss this action and for summary judgment 
be and it hereby is granted. 

Dated November 7, 1944. 

MATTHEW F. McGUIRE, 
United States District Judge. 

No objection as to form. 

H. E. MANGHUM, 

Attorney for Plaintiffs. 
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59 Filed Nov 9 1944 

Notice of Appeal. 

Notice is hereby given this 9th day of November, 1944, 
that Fred B. Collier and Dianne I. Collier, d/b/a Nu-Basic 
Products Company, Royal Oak, Michigan, hereby appeals 
to the United States Court of Appeals for the District of 
Columbia from the judgment of this Court entered on the 
7th day of November, 1944 in favor of Paul V. McNutt, 
Federal Security Administrator, Paul B. Dunbar, Com¬ 
missioner of Food and Drug Administration, George P. 
Larriek, Acting Commissioner of Food and Drug Admin¬ 
istration, against said Fred B. Collier and Dianne I. 
Collier, d/b/a Nu-Basic Products Company, Royal Oak, 
Michigan. 

FRED B. COLLIER, 

Royal Oak, Michigan. 

H. E. MANGHUM, 
Transportation Bldg., Wash¬ 
ington, D. C., 

Attorneys for Plaintiffs. 

Mail copies to— 

Tom C. Clark, Assistant Attorney General, 

Edward M. Curran, United States Attorney, 

Vincent A. Kleinfeld, Special Assistant to the Attorney 
General, 

John T. Grigsby, Special Assistant to the Attorney Gen¬ 
eral, 

Attorneys for Defendants, 

Department of Justice, Washington, D. C. 

• ••••••••• 
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60 Filed Nov 17 1944 

• ••••••••• 

Statement of Points on Which Appellants Intend to Rely. 

Come now the plaintiffs, Fred B. Collier and Dianne I. 
Collier, trading as Nu-Basic Products Company, Royal 
Oak, Michigan, and assign for review on appeal, errors 
committed by the trial court as follows: 

1. The Court erred in making its Findings of Fact num¬ 
bers 3, 4, 5, 6, 8, 9, 11, 12 and 13. 

2. The Court erred in making its Conclusions of Law. 

3. The Court erred in denying plaintiffs’ Motion for a 
Preliminary Injunction. 

4. The Court erred in granting defendants’ Motion to 
Dismiss the action. 

5. The Court erred in granting defendants’ Motion for 
Summary Judgment. 

6. The Court erred in dismissing the action. 

FRED B. COLLIER, 

Royal Oak, Michigan, 

H. E. MANGHUM, 

Transportation Building, 
Washington 6, D. C., 
Attorneys for Plaintiffs. 

61 Service of a copy of the above statement is hereby 
acknowledged this 17 day of November, 1944. 

VINCENT A. KLEINFELD, 
Attorneys for Defendants. 

• ••••• 
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COUNTERSTATEMENT OF THE CASE 

This is an appeal by the plaintiffs from an order of the Dis¬ 
trict Court of the United States for the District of Columbia 
entered on November 7, 1944, denying plaintiffs’ motion for a 
preliminary injunction and granting the defendants’ alterna¬ 
tive motion to dismiss the action and for summary judgment 
(App. 49).* 

The plaintiffs brought suit in the court below by the filing 
of a petition which sought to restrain and enjoin the defendants 
“from instituting new libel proceedings and from further seiz- 

* References to Appendix are to the Joint Appendix to appellants’ brief. 

(1) 
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ures of the product, Pso-Ridisal * * * and from insti¬ 
tuting any action based upon the same alleged misbranding 
which is the subject matter of the proceedings already in¬ 
stituted * * *” (App. 2-5). 

The facts may be summarized as follows. The plaintiffs 
manufacture and distribute in interstate commerce a drug 
consisting of a mineral oil emulsion, sulfanilamide, carbolic 
acid (phenol), and other ingredients, for the treatment of var¬ 
ious skin diseases and ailments such as psoriasis, dandruff, 
eczema, acne, industrial dermatitis, athletes foot, diaper rash, 
and impetigo (App. 12. 14). The plaintiffs have distributed 
the same product under three different names. “Sulfa-Seb,” 
“Sulfa-Ped,” and “Pso-Ridisar (App. 14). 

The record discloses that, pursuant to Section 304 of the 
Federal Food. Drug, and Cosmetics Act (21 U. S. C. 334), two 
consent decrees of condemnation against plaintiffs’ product, 
bearing the name Pso-Ridisal. were entered in the United 
States District Court for the Northern District of Illinois based 
on false and misleading statements made in the labeling of the 
drug (App. 14. 15). In addition, a decree of condemnation 
against the labeling of plaintiffs’ product, bearing the names 
Sulfa-Seb and Sulfa-Ped. was entered after trial in the United 
States District Court for the Western District of Missouri 
based on false and misleading statements made in the labeling 
of the drug (App. 15, 16). The opinion of the District Court in 
the latter action is reported in 54 F. Supp. 759. “United States 
v. 50 % Dozen Bottles, More or Less, of Sulfa-Seb , et al.” 

After the entry of these decrees of condemnation, the plain¬ 
tiffs requested the district courts concerned, pursuant to Sec¬ 
tion 304 (d) of the Act (21 U. S. C. 334 (d)). to direct that the 
condemned articles be delivered to them to be brought into 
compliance with the provisions of the Act under the super¬ 
vision of the Food and Drug Administration. Thereafter, the 
plaintiffs submitted to the Food and Drug Administration a 
proposed form of labeling to accompany the seized articles, 
which form that Agency found would not bring the drug into 
compliance with the Act. Notwithstanding this, the plaintiffs 
continued distributing their product in interstate commerce 
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under the name Pso-Ridisal accompanied by labeling differing 
in minor respects from that which had accompanied the drug 
in the libel actions mentioned above (App. 16). 

On July 29, 1944, the Commissioner of Food and Drugs de¬ 
termined, pursuant to Section 304 (a) (2) of the Federal Food, 
Drug, and Cosmetic Act (21 U. S. C. 334 (a) (2)) that he had 
probable cause to believe and did believe that the labeling of 
plaintiffs’ product would be and was in a material respect mis¬ 
leading to the injury or damage of the purchaser or consumer 
(App. 12, 13). Thereafter, a number of seizures of the drug 
were made pursuant to libels of information filed in different 
district courts of the United States (App. 16. 17). These libels 
charged that plaintiffs’ product was misbranded in that its 
label made false and misleading claims concerning the drug’s 
therapeutic value, and in that it did not contain adequate warn¬ 
ings against unsafe methods of application and failed to apprise 
purchasers that the drug might sensitize its users to sulfona¬ 
mides so as to preclude their subsequent use in serious disease 
conditions, such as pneumonia and meningitis (App. 25-27). 

Plaintiffs have thrice sought unsuccessfully to obtain relief 
similar to that prayed for in the instant action (App. 17, IS; 
Finding of Fact Xo. 13. App. 46). Plaintiffs did not, however, 
although such procedure is authorized by 21 U. S. C. 334 (b). 
apply to the court of one district wherein a libel action had 
been brought for an order consolidating all of the libel actions 
for trial in one district (Finding of Fact Xo. 10, App. 45. 46). 

The petition filed by plaintiffs in the court below* alleged 
that the making of multiple seizures of their product was ille¬ 
gal and that they would suffer irreparable injury as a result 
thereof. The plaintiffs moved below for a preliminary in¬ 
junction, and the defendants moved to dismiss the action and 
for summary judgment on the grounds that the court had no 
jurisdiction over the subject matter of the action and that the 
petition failed to state facts which entitled the plaintiffs to the 
relief sought. The plaintiffs’ motion was denied and the de¬ 
fendants’ motion w*as granted (App. 49). 
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STATUTE INVOLVED 

Section 304 (a) of the Federal Food, Drug, and Cosmetic 
Act, 21 U. S. C. 334 (a), provides as follows: 

Any article of food, drug, device, or cosmetic that is 
adulterated or misbranded when introduced into or 
while in interstate commerce, or which may not, under 
the provisions of section 404 or 505. be introduced into 
interstate commerce, shall be liable to be proceeded 
against while in interstate commerce, or at any time 
thereafter, on libel of information and condemned in 
any district court of the United States within the juris¬ 
diction of which the article is found: Provided, however, 
That no libel for condemnation shall be instituted un¬ 
der this Act, for any alleged misbranding if there is 
pending in any court a libel for condemnation pro¬ 
ceeding under this Act based upon the same alleged 
misbranding, and not more than one such proceeding 
shall be instituted if no such proceeding is so pending, 
except that such limitations shall not apply (1) when 
such misbranding has been the basis of a prior judg¬ 
ment in favor of the United States, in a criminal, in¬ 
junction, or libel for condemnation proceeding under 
this Act, or (2) when the Administrator has probable 
cause to believe from facts found, without hearing, by 
him or any officer or employee of the Agency that the 
misbranded article is dangerous to health, or that the 
labeling of the misbranded article is fraudulent, or 
would be in a material respect misleading to the injury 
or damage of the purchaser or consumer. In any case 
where the number of libel for condemnation proceedings 
is limited as above provided the proceeding pending or 
instituted shall, on application of the claimant, season¬ 
ably made, be removed for trial to any district agreed 
upon by stipulation between the parties, or, in case of 
failure to so stipulate within a reasonable time, 
the claimant may apply to the court of the district 
in which the seizure has been made, and such court 
(after giving the United States attorney for such dis- 
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trict reasonable notice and opportunity to be heard) 
shall by order, unless good cause to the contrary is 
shown, specify a district of reasonable proximity to the 
claimant’s principal place of business to which the case 
shall be removed for trial. 

SUMMARY OF ARGUMENT 

The petition for injunction presents no case or controversy 
with the defendants or any of them. The libel for condemna¬ 
tion suits brought against plaintiffs’ drug product are insti¬ 
tuted by the various United States Attorneys, under the gen¬ 
eral supervision of the Attorney General. None of the de¬ 
fendants is authorized to file suit in any court to seize plain¬ 
tiffs’ product, and no such action has been or can be instituted 
by any defendant. 

Plaintiffs seek relief against the defendants with which they 
can comply only in their capacity as federal officials. The suit, 
therefore, is one against the United States, which has not con¬ 
sented to be sued. 

The petition fails to show that the plaintiffs have been or 
will be damaged irreparably or illegally by any action by any 
of the defendants, or that any of the defendants is acting in 
excess of the authority vested in him by statute or is perform¬ 
ing other than a discretionary, executive function specified by 
law. The petition, therefore, does not make out a case for 
equitable relief. 

ARGUMENT 

I 

The court has no jurisdiction over the subject matter 

A. The petition presents no case or controversy with the defendants 

The petition for injunction and the defendants’ motion raise 
the legal issue as to whether the action presents a case or con¬ 
troversy necessary for the constitutional jurisdiction of the 
court below. 

“Case or controversy,” under the Constitution, requires “ac¬ 
tion” by the persons complained against “of a definite and con¬ 
crete character constituting an actual or threatened interfer- 

631515—1 
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ence with the rights of the persons complaining.” Ashvoander 
et al. v. Tennessee Valley Authority et al., 297 U. S. 2S8, 324. 
See Helco Products Co., Inc., v. McNutt, 7S App. D. C. 71, 137 
F. (2d) 681; United States v. West Virginia et al., 295 U. S. 
463. 470-471; Employers Group of Motor Freight Carriers, 
Inc. et al. v. National War Labor Board et al., 143 F. (2d) 
145 (App. D. C.), cert, denied 65 Sup. Ct. 72; National War 
Labor Board et al. v. Montgomery Ward & Co., 144 F. (2d) 
52S (App. D. C.). cert, denied 65 Sup. Ct. 134. 

The determining by the Federal Security Administrator or 
Commissioner of Food and Drugs, under Section 304 (a) (2) of 
the Act (21 U. S. C. 334 (a) (2)). that he had probable cause 
to believe that the labeling of plaintiffs’ drug was misleading 
in a material respect to the injury or damage of the pur¬ 
chaser or consumer, was an administrative determination 
which did not alter the legal rights of the plaintiffs or impose 
legal sanctions of any kind. The instant action is brought for 
the purpose of preventing the institution of libel for condemna¬ 
tion suits by the United States under 21 U. S. C. 334. It is not 
disputed that such suits can be instituted only by the United 
States Attorneys, under the general supervision of the Attorney 
General, and not by the officials named as defendants in this 
action. 

Plaintiffs lean heavily on National Remedy Co. v. Hyde, 60 
App. D. C. 252, 50 F. (2d) 1066, which was decided under the 
predecessor Food and Drugs Act of 1906 (21 U. S. C. 1 et seq. 
1934 ed.)). In that case, this Court pointed out, in holding 
that an injunction should be granted, that the statute there 
involved specifically required a district attorney to whom the 
Secretary of Agriculture had reported a violation “to cause 
appropriate proceedings to be commenced and prosecuted in 
the proper courts of the United States, without delay, for the 
enforcement of the penalties as in such case herein provided.” 
(Section 5 of the statute, 21 U. S. C. 12 (1934 ed.)). There is 
no such command in the present Act. and the United States 
Attorneys and the Department of Justice possess both the dis¬ 
cretion and plenary authority to refuse to institute suit under 
the Act notwithstanding a referral to them by the Federal 



7 


Security Agency of an apparent violation. Helco Products Co., 
Inc. v. McNutt, 7S App. D. C. 71, 73, 137 F. (2d) 681, 683. 
The wrong persons, therefore, have been sued. See Appalachian 
Electric Power Co. v. Smith , 67 F. (2d) 451, 454-455 (C. C. A. 
4), cert, denied 291 U. S. 674. Since the defendants cannot 
prosecute or threaten to prosecute the plaintiffs or their prod¬ 
uct, there is no legal basis for or purpose in enjoining defend¬ 
ants. as requested in the petition, “from instituting new libel 
proceedings and from further seizures * * * and from 
harassing and interfering with the Plaintiffs’ operation of their 
business * * * a nd from instituting any action based 

upon the same alleged misbranding which is the subject mat¬ 
ter of the proceedings already instituted.” Note Baltimore 
Transit Co. v. Flynn et al., 50 F. Supp. 382, 3S6 (D. Md.). 

B. The action is one against the United States, which has not consented 

to be sued 

The plaintiffs have not shown that the defendants are ex¬ 
ceeding their statutory authority by the making of a deter¬ 
mination that they have probable cause to believe that the 
labeling of plaintiffs drug would be in a material respect mis¬ 
leading to the injury or damage of purchasers or consumers, 
or that the exercise of such authority as has been conferred 
upon them by law has been arbitrary or illegal. The plaintiffs 
seek to restrain officials of the Government from performing 
their statutory functions. It is apparent, therefore, that this 
is an action against the United States. 

There is no doubt that even where an action is instituted 
against a federal officer or employee individually, the action is 
one against the sovereign, the real party in interest, if it seeks 
relief with which the individual can comply only in his official 
capacity and in which he has no personal interest. Oregon v. 
Hitchcock, 202 U. S. 60, 69; Wells v. Roper, 246 U. S. 335, 337; 
Transcontinental & Western Air, Inc. v. Farley, 71 F. (2d) 288, 
290-291 (C. C. A. 2), cert, denied 293 U. S. 603; Appalachian 
Electric Power Co. v. Smith, et al., 67 F. (2d) 451.456 (C. C. A. 
4), cert, denied 291 U. S. 674. Whether a suit is one against 
the United States turns upon the substantial effect of the decree 
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and not the presence of the United States as a named formal 
party. Minnesota v. Hitchcock, 1S5 U. S. 373,386-387; Louisi¬ 
ana v. McAdoo, 234 U. S. 627 ; Worcester County Trust Co. v. 
Riley, 302 U. S. 292, 297. The substantial effect of granting to 
the plaintiffs in this action the relief sought by them would be 
to prevent an agency of the Federal Government, the Federal 
Security Agency, and its officials, from proceeding with their 
statutory functions based upon the specific authorization 
vested in them by the Federal Food, Drug, and Cosmetic Act. 
The suit was consequently beyond the jurisdiction of the court 
below because it is one brought against the sovereign without 
its consent. 

II 

The plaintiffs failed to state any claim or ground for 

equitable relief 

The petition is clearly insufficient in law. The plaintiffs 
have failed to show that they have been, or will be, damaged 
irreparably or illegally by any action on the part of the de¬ 
fendants, or that the defendants are exceeding their statutory 
authority. Plaintiffs are not entitled consequently, to relief 
in equity. 

With the paramount purpose in mind of protecting the pub¬ 
lic against misbranded or adulterated articles of food or drug, 
Congress has provided that a drug shall be deemed to be mis¬ 
branded if its labeling is false or misleading (Section 502 (a) 
of the Act, 21 U. S. C. 352 (a)), and “Unless its labeling 
bears * * * such adequate warnings * * * against 
unsafe dosage or methods * * of administration and ap¬ 

plication, in such manner and form, as are necessary for the 
protection of users * # (Section 502 (f) of the Act, 21 
U. S. C. 352 (f)). As a corollary to those provisions, Congress 
has also declared that if any drug is misbranded and the mis¬ 
branding has been the basis of a prior judgment in favor of 
the United States, or an administrative determination is made 
that there is probable cause to believe that the labeling of the 
article would be in a material respect misleading to the injury 
or damage of the purchaser or consumer, multiple seizures may 
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be made (Section 304 (a) of the Act, 21 U. S. C. 334 (a)). The 
purpose of this provision is self-evident. It is designed as one 
of the means to carry out the paramount purpose of the Act, 
to protect the public. The Congressional design is manifest 
that all of the misbranded product may be seized and con¬ 
demned in any jurisdiction wherever found. Defendants urge 
that this intention should not be frustrated, particularly in a 
case such as the instant one, where damage may be done to 
the public 1 and where several judicial decrees of condemnation 
have already been entered against plantiffs’ drug. 

A. Multiple seizures were authorized by reason of prior judgments against 

plaintiffs’ product 

Multiple seizures of plaintiffs’ product were authorized be¬ 
cause prior judgments had been obtained against the product 
based upon the same alleged misbranding as is involved in the 
libel for condemnation actions which plaintiffs seek to enjoin. 
As pointed out in our counterstatement of facts, at least three 
judgments have been obtained against plaintiffs’ product, two ' 
directed against it while bearing the name “Pso-Ridisal,” and 
one while designated as “Sulfa-Ped’’ and “Sulfa-Seb.” 

Plaintiffs apparently contend that all that is necessary to 
avoid multiple seizures based upon a prior judgment is to make 
some minor change in the label. It is to be noted, however, 
that multiple seizures are permitted under the Act when the 
misbranding , rather than the labeling, has been the basis of a 
prior judgment in favor of the Government. The libels filed 
both in the condemnation actions in which the Government 
obtained judgments (see Exhibits A and B attached to the 
affidavit of George P. Larrick, App. 19-24), and in the con¬ 
demnation suits instituted thereafter (Exhibit C attached to 
the affidavit of George P. Larrick, App. 25-27), allege that 
plaintiffs’ product is misbranded under Section 502 .(a) of 
the Act (21 U. S. C. 352 (a)), which provides that “A drug 
or device shall be deemed to be misbranded—(a) If its label- 

1 It was the death of more than seventy persons from the use of another 
drug product containing sulfanilamide, “Elixir Sulfanilamide-Massengill,” 
which aided in the passage of the Act after live years of deliberation. See 
Sen. Doc. No. 124, 75th Cong., 2d Sess. 
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ing is false or misleading in any particular.” In other words, 
the charge of misbranding involved in the libel actions in which 
decrees of condemnation were entered and in the actions in¬ 
stituted thereafter is the same, the making of false and mis¬ 
leading claims in the labeling of the product. If Congress had 
intended to limit multiple seizures based upon prior judg¬ 
ments to those instances where the wording of the labeling had 
not been changed, it could and would have said so. Thus, 
where Congress chose to refer to labeling in subsection (2) of 
21 U. S. C. 334 (a), it did so specifically. 

Plaintiffs treat misbranding as if it is synonymous with 
labeling. Congress does not deal with it in such fashion in 
the Act, however. For example, Section 403 (d) of the Act 
(21 U. S. C. 343 (d)) provides that a food shall be deemed to 
be misbranded “If its container is so made, formed, or filled as 
to be misleading,” and Section 502 (i) (1) (21 U. S. C. 352 (i) 
(1)) declares similarly that a drug or device shall be deemed 
to be misbranded “If it is a drug and its container is so made, 
formed, or filled as to be misleading.” Furthermore, Section 
403 (g) (1) of the Act (21 U. S. C. 343 (g) (1)) declares that 
a food shall be deemed to be misbranded if it purports to be 
or is represented as a food for which a definition and standard 
of identity has been prescribed “unless (1) it conforms to such 
definition and standard * * and Section 502 (i) (2) 
of the Act (21 U. S. C. 352 (i) (2)) provides that a drug or 
device shall be deemed to be misbranded “if it is an imitation of 
another drug.” 

The intent of Congress, therefore, in permitting multiple 
seizures where there has been a prior judgment in favor of the 
United States based on the same misbranding seems evident. 
It is to prevent the purveyor of a contraband article of food or 
drug (which a court has declared to be a cheat upon or menace 
to the consuming public) from continuing to avoid the sanc¬ 
tion of multiple seizures, and thus to defraud and injure the 
public, by changing the wording of the product's labeling. 

But even if it is assumed that misbranding is used in 21 
U. S. C. 334 (a) (1) to mean labeling, plaintiffs’ case is not 
helped. A comparison of the libels of information filed in 
the cases in which decrees of condemnation were obtained with 
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the libels filed with respect to the suits filed thereafter reveal 
that plaintiffs’ labeling is substantially the same. The former 
libels (Exhibits A and B attached to the affidavit of George P. 
Larrick, App. 19-24) quote extensively from the labeling. 
Pso-Ridisal is stated to be “A Treatment for Skin Diseases;” 
it is “For the Relief of Skin Diseases;” it is “For the Relief 
of: Psoriasis * * * Athlete’s Foot Dandruff Eczema Acne 

* * It is “Recommended for the relief of conditions 

resulting from Psoriasis * * * Athlete’s Foot Dandruff 

Eczema Acne * * *” (App. 20). It is also “Designed 

as a fungicide to relieve itching, * * and “to relieve 

discomfort and treat and control the conditions identified with 
fungus and bacterial conditions of the feet * * *” (App. 
23). The libels filed subsequent to the entry of the decrees 
of condemnation against plaintiffs’ product (App. 25-27) 
point out that the labeling states “This preparation is intended 

# * * to soothe the * * * irritation and discomfort 

resulting from such skin diseases as Psoriasis, Dermatitis, Ec¬ 
zema * * * Athlete’s Foot and Dandruff * * 

It can be seen that, although definite changes have been made 
in the labeling, the net result is the same at least insofar as 
the consuming public, whom the Act is designed to protect, is 
concerned. As to the ordinary person, the impression is en¬ 
gendered by the new as well as the old labeling that the drug 
is an effective remedial agent for the skin diseases specified in 
the labeling and the discomfort resulting therefrom. See 
United States v. 95 Barrels Alleged Apple Cider Vinegar, 265 
U. S. 43S. 

It is to be noted, in this connection, that it is not drug ex¬ 
perts but the consuming public which reads the labeling and 
purchases the product, and that the ordinary consumer is not 
skillful in interpreting tenuous niceties of language. The leg¬ 
islative history of the Act is replete with expressions that its 
fundamental purpose was to protect the consuming public. 
See H. R. Rep. No. 2139, 75th Cong., 3rd Sess.. p. 1; Sen. Rep. 
No. 152, 75th Cong., 1st Sess., p. 1. The point was well made 
with respect to the predecessor Food and Drugs Act of 1906 
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in Libby, McNeill and Libby v United States, 210 Fed. 148, 
150 (C. C. A. 4). as follows: 

On the other hand, when it is alleged that a particular 
description, branding, or method of offering of goods for 
sale will enable one dealer to pass off his products for 
those of another, it is usually immaterial whether deal¬ 
ers in such articles are deceived or not. The inquiry in 
such cases is whether ultimate purchasers will be misled. 
[Italics supplied.] 

It is difficult to believe that it can be seriously contended 
that the specific design of the Act with respect to multiple 
seizures based on a prior judgment can be rendered completely 
nugatory by permitting a manufacturer to utilize the simple 
device of making some minor, insignificant alteration in the 
labeling of his product after each judgment against it. It is 
inconceivable that it could have been the intent of Congress 
that such a contingency would come to pass, for it would tend 
to defeat the remedial purposes of food and drug legislation, 
which have caused the courts to declare with unanimity that 
a broad and liberal construction should be given to its terms. 
United States v. Antikamnia Co., 231 U. S. 654. 665; Dade v. 
United States, 40 App. D. C. 94, 97, cert, denied 229 U. S. 610; 
United States v. Research Laboratories, Inc., 126 F. (2d) 42, 45 
(C. C. A. 9), cert, denied 317 U. S. 656. 

As this Court stated in Galt v. United States, 39 App. D. C. 
470, 475: 

A most casual reading of this pure food act discloses 
that the purpose of Congress in its enactment was the 
better protection of the people of this country from 
adulterated or deleterious foods, drugs, medicines, and 
liquors. It is the duty of the court in interpreting such 
statutes, to keep constantly in mind the legislative in¬ 
tent, the evils sought to be overcome, and, if possible, 
to give substantial force and effect to that intent. 

The design of the Act was set forth lucidly by the Supreme 
Court in United States v. Dotterweich, 320 U. S. 277, 280: 

The Food and Drugs Act of 1906 was an exertion by 
Congress of its power to keep impure and adulterated 
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food and drugs out of the channels of commerce. By the 
Act of 1938. Congress extended the range of its control 
over illicit and noxious articles and stiffened the pen¬ 
alties for disobedience. The purposes of this legislation 
thus touch phases of the lives and health of people 
which, in the circumstances of modern industrialism, 
are largely beyond self-protection. Regard for these 
purposes should infuse construction of the legislation 
if it is to be treated as a working instrument of govern¬ 
ment and not merely as a collection of English words. 
[Italics supplied.] 

B. Multiple seizures were authorized by reason of the making of a 
determination of probable cause under 21 U. S. C. 334 (a) (2) 

Pursuant to Section 304 (a) (2) of the Act (21 U. S. C. 334 
(a) (2)). the Commissioner of Food and Drugs determined 
that he had probable cause to believe, from facts found by 
officers and employees of the Food and Drug Administration, 
that the labeling of plaintiffs - ' drug was misleading in a mate¬ 
rial respect to the injury or damage of the purchaser or con¬ 
sumer (App. 12-13). It is apparent, therefore, that multiple 
seizures were specifically authorized by reason of the adminis¬ 
trative determination. It is also clear, from the explicit lan¬ 
guage of the section, that Congress did not limit the institution 
of multiple libel proceedings based upon the requisite admin¬ 
istrative determination to cases where the misbranded article 
itself is immediately dangerous, but purposely went further 
so as to authorize such seizures where the labeling is misleading 
in a material respect to the injury of consumers. The language 
of the section is unambiguous, and requires no interpretation. 
If interpretation were called for. however, the view* that the 
commencement of multiple libel actions based upon the speci¬ 
fied administrative determination was not limited to situations 
of immediate danger is confirmed by the legislative history. 
As said in the “Statement of the Managers on the Part of the 
House" at the conference on S. 5. 75th Cong.. 3d Sess., which 
subsequently became law: 

Permission for multiple libels.—Under the House 
amendment multiple libels in cases of misbranding are 
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permitted when the Secretary : has probable cause to v 
believe that the misbranded article is dangerous to 
health or that the labeling of the misbranded article is, 
in a material respect, false or fraudulent. Under the 
conference agreement such libels are permitted when 
the Secretary from facts found, without hearing, by him 
or any officer or employee of the Department of Agricul¬ 
ture. has probable cause to believe that the misbranded 
article is dangerous to health or that the labeling of the 
misbranded article is fraudulent, or would be in a mate¬ 
rial respect misleading to the injury* or damage of the 
purchaser or consumer. [H. R. Rep. Xo. 2716. 75th 
Cong.. 3d Sess.. p. 22.] 

C. The Administrator is not required personally to make the determination 
of probable cause specified by 21 U. S. C. 334 (a), and the making of such 
determination by the Commissioner of Food and Drugs is lawful 

In making the determination of probable cause here in ques¬ 
tion. the Commissioner of Food and Drugs acted pursuant to 
authority conferred upon him by order of the Federal Security 
Administrator dated June 13, 1041. which delegated to the 
Commissioner and Assistant Commissioner of Food and Drugs 
the authority to make determinations of probable cause con¬ 
templated by Section 304 (a) (2) of the Act (21 U. S. C. 334 
(a) (2)) (App. 13-14). It is the defendants' position that 
the delegation is valid, first, because of the provisions of Re¬ 
organization Plan Xo. IV (5 Fed. Reg. 2421) and Section 701 
(a) of the Act (21 U. S. C. 371 (a)), and second, because there 
is implied authority for such delegation. 

1. Reorganization Plan Xo. IV and 21 U. S. C. 871 (a) Au¬ 
thorized the Administrator to Delegate the Power to Make 
Determinations of Probable cause .—The language of Reorgani¬ 
zation Plan Xo. IV. issued subsequent to the enactment of the 
Federal Food. Drug, and Cosmetic Act, reveals that there is 

: The Food and Drug Administration and the functions of the Secretary 
of Agriculture relating thereto were transferred to the Federal Security 
Agency, to he administered under the direction and supervision of the Fed¬ 
eral Security Administrator, by Reorganization Plan No. IV, §§ 12 and 13. 54 
Stat. 1234.1237. 
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no legal requirement whereby the Administrator himself must 
make every determination of probable cause. Section 12 of 
the Reorganization Plan provided that “The Food and Drug 
Administration in the Department of Agriculture and its func¬ 
tions. except those functions relating to the administration of 
The Insecticide Act of 1910 and the Naval Stores Act. are trans¬ 
ferred to the Federal Security Agency and shall be adminis¬ 
tered under the direction and supervision of the Federal Se¬ 
curity Administrator. The Chief of the Food and Drug Ad¬ 
ministration shall hereafter be known as the Commissioner of 
Food and Drugs.” It can be seen, therefore, that the duties 
under the Act transferred by the Reorganization Plan were 
not vested specifically in the Administrator but in the Federal 
Security Agency, to be administered under the Administrator’s 
direction and supervision. As stated by the Attorney General 
in 40 Ops. Att’y Gen., Op. No. 6, this can be regarded “as suf¬ 
ficient negation of any idea that particular functions not 
amounting to 'direction and supervision’ must be exercised by 
the administrator personally.” And it would seem clear that 
the making of determinations of probable cause does not con¬ 
stitute “direction and supervision.” 

It is to be noted, also, that Section 701 (a) of the Act (21 
V. S. C. 371 (a)) vests in the Federal Security Administrator 
the authority to prdmulgate regulations for the efficient en¬ 
forcement of the Act. It is apparent that, by the delegation 
which the Administrator has made to the Commissioner of 
Foods and Drugs, the Administrator has found that the Act 
will be best enforced by having the head of the bureau directly 
concerned with the enforcement of the Act make the deter¬ 
mination of probable cause as being the one best qualified to 
do so. In other words, the Administrator has determined, 
pursuant to 21 U. S. C. 371 (a), that the efficient enforcement 
of the Act requires that a function such as is involved here, 
not being one connected with the promulgation of regulations 
having the force and effect of law, but which requires the devo¬ 
tion of considerable time for the review of facts found and the 
making of frequent administrative determinations, should be 
performed by the Commissioner of Food and Drugs. See Pla- 
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pao Laboratories v. Farley , 67 App. D. C. 304, 92 F. (2d) 22S. 
cert, denied 302 U. S. 732. 

Plaintiffs rely to a considerable extent on the fact that Sec¬ 
tion 11 (e) of the Reorganization Plan declares that the func¬ 
tions transferred by that section shall be administered under 
the direction and supervision of the Federal Security Adminis¬ 
trator “through such officers or subdivisions of the Federal Se¬ 
curity Agency as the Administrator shall designate”, whereas 
Section 12. with respect to the Food and Drug Administration, 
provides only that the functions of that Administration “shall 
be administered under the direction and supervision of the Fed¬ 
eral Security Administrator.” It seems clear, however, that the 
former clause was omitted from Section 12 because of the un¬ 
derstanding of Congress that the functions of the Food and 
Drug Administration would continue to be administered by 
that Administration. 

Among the stated purposes of the Reorganization Act of 
1939. 53 Stat. 561. were those “To group, coordinate, and con¬ 
solidate agencies of the Government, as nearly as may be. 
according to major purposes:” “To reduce the number of 
agencies by consolidating those having similar functions under 
a single head, and to abolish such agencies as may not be nec¬ 
essary for the efficient conduct of the Government:” and “To 
eliminate overlapping and duplication of effort.” The func¬ 
tions transferred to the Federal Security Agency by Section 11 
of the Reorganization Plan were those of St. Elizabeths 
Hospital. Freedmen's Hospital. Howard University, and Co¬ 
lumbia Institute for the Deaf, theretofore administered in the 
Department of the Interior. It was evident that there might 
be a definite reshuffling of the functions and duties of those 
organizations for the purposes specified in the Reorganization 
Act of 1939. It was presumably for that reason, and perhaps 
out of an abundance of caution, that Section 11 (e) of the 
Reorganization Plan provided that the functions transferred 
by the section should be administered “through such officers or 
subdivisions of the Federal Security Agency as the Adminis¬ 
trator may designate.” But the functions of the Food and 
Drug Administration were the only ones transferred by Sec- 
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tion 12, and it was the Food and Drug Administration which 
had administered for a considerable period of time the Food 
and Drugs Act of 1906 (21 IT. S. C. 1 et seq. (1934 ed.)) and, 
subsequent to its passage, the Federal Food, Drug, and Cos¬ 
metic Act. There could have been no thought in the mind of 
Congress that any agency or establishment other than the Food 
and Drug Administration would administer, under the direc¬ 
tion and supervision of the Federal Security Administrator, the 
Federal Food. Drug, and Cosmetic Act. This is buttressed by 
the last sentence of Section 12, “The Chief of the Food and 
Drug Administration shall hereafter be known as the Commis¬ 
sioner of Food and Drugs.” Surely the sentence would not 
have been included had it been anticipated that there was any 
possibility that the Federal Food. Drug, and Cosmetic Act 
would be administered by any agency other than the Food and 
Drug Administration. 

Plaintiffs lean heavily on Cudahy v. Holland , 315 Jj. S..C. 
357. a 5 to 4 decision of the Supreme Court. It is submitted, 
however, that the decision (1) is clearly distinguishable from 
the instant action because of the difference in facts, and (2) 
supports rather than weakens defendants’ position. The ques¬ 
tion involved in that case was whether the Administrator of 
the Wage and Hour Division of the Department of Labor had 
authority to delegate his statutory power to sign and issue a 
subpoena duces tecum. In determining that there was no 
such authority, the majority of the Court relied on several 
factors which are not present in the instant action. Thus, 
the Court indicated (p. 364) that “The entire history of the 
legislation controlling the use of subpoenas by administrative 
officers indicates a congressional purpose not to authorize by 
implication the delegation of the subpoena power,” and that 
(p. 363) “Unlimited authority of an administrative officer to 
delegate the exercise of the subpoena power is not likely to be 
inferred.” No power similar in scope or historical significance 
to the subpoena power, of course, is here involved. 

In addition, the Court pointed out that (p. 366) the general 
Congressional purpose that the subpoena power shall be dele¬ 
gable only when an authority to delegate is expressly granted 
was emphasized by “the adoption by reference of the subpoena 
provisions of the Federal Trade Commission Act, which con- 
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tain no authority to delegate # * The Court stated 

that “the structure of the Trade Commission Act lends no 
support to the view that the Administrator has an implied 
power to delegate the signing and issuance of subpoenas to 
persons undesignated by the statute, a power not granted to 
or exercised by the Commission or its members ” [Italics 
supplied.] The present action, however, is not concerned 
with a similar factual situation. 

The Court relied heavily, also, on the legislative history of 
the statute, which revealed that the authority to delegate 
the subpoena power had been eliminated by the Conference 
Committee from the bills which each House had adopted. 
Such authority expressly granted in the bill which passed the 
Senate had been rejected by the Committee. The Court re¬ 
vealed (p. 366) that in addition the Committee had “dis¬ 
carded the provisions of the House bill, which committed the 
administration of the Act to the Secretary of Labor, who has 
a general power of delegation under Rev. Stat. § 161, 5 U. S. C. 
§ 22, and placed in his stead the Administrator, who was given 
only the subpoena powers of the Federal Trade Commission 
incorporated in the House bill.” It can be seen, therefore, 
that the facts in the Cudahy case, upon the the basis of which 
the majority opinion was rendered, are clearly distinguish¬ 
able from those present in the instant action. 

As stated, the Supreme Court indicated that the subpoena 
power could have been delegated if administration of the stat¬ 
ute had been committed to the Secretary* of Labor, “who has a 
general power of delegation under Rev. Stat. § 161.” Until 
Reorganization Plan No. IV became effective, administration 
of the Federal Food. Drug, and Cosmetic Act had been placed 
in the Department of Agriculture, and the Secretary of Agri¬ 
culture. consequently, could properly have delegated to the 
Commissioner of Food and Drugs, under Rev. Stat. § 161, the 
authority to make determinations of probable cause under 
21 IT. S. C. 334 (a) (2). Section 13 of Reorganization Plan 
No. IV provided that “Except as otherwise provided in this 
Plan, the functions of the head of any department relating to 
the administration of any agency or function transferred from 
his department by this Plan, are transferred to, and shall be 
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exercised.by, the head of the department or agency to which 
such transferred agency or function is transferred by this 
Plan.” One of the functions of the Secretary of Agriculture 
relating to the administration of the Food and Drug Admin¬ 
istration and to its functions was the authority, under Rev. 
Stat. § 161, to delegate the power to make determinations of 
probable cause under 21 U. S. C. 334 (a) (2). That function, 
consequently, was one of the functions transferred by Sec¬ 
tion 13 of the Reorganization Plan to the Federal Security- 
Administrator, who thereby was given the same authority as 
the Secretary of Agriculture had to delegate to the Commis¬ 
sioner of Food and Drugs the power to make the determinations 
of probable cause. 

It is to be noted, further, that Rev. Stat. § 161. 5 U. S. C. 22, 
provides that “The head of each Department is authorized to 
prescribe regulations, not inconsistent with law, for the gov¬ 
ernment of his department, the conduct of its officers and clerks, 
the distribution and performance of its business, and the cus¬ 
tody, use, and preservation of the records, papers, and prop¬ 
erty appertaining to it.” The section refers to the heads of 
departments, and is presumably not applicable to the heads of 
agencies and independent establishments such as the Fed¬ 
eral Security Agency and the Wage and Hour Division of the 
Department of Labor. But. as pointed out. the Federal Se¬ 
curity Administrator is authorized by 21 U. S. C. 371 (a) 
“to promulgate regulations for the efficient enforcement of 
this Act * * *.” It can be seen that such authority was 
not contained in the Fair Labor Standards Act (29 U. S. C. 
201 et seq.) and that it is very similar in nature to that given 
to the heads of the various departments of the Federal Gov¬ 
ernment by Rev. Stat. § 161. It can be stated, therefore, that, 
just as the Secretary of Labor would have had a general au¬ 
thority to delegate under Rev. Stat. §161 if administration of 
the Fair Labor Standards Act had been committed to the 
Secretary, 3 a similar general authority to delegate was in the 
Federal Security Administrator by virtue of 21 U. S. C. 371 (a). 

* It may be noted, in this connection, that in 37 Ops. Att’y Gen. 304. the 
Attorney General held that the Secretary of Labor was authorized, under 
Rev. Stat. § 101, to delegate to subordinates power involving the exercise of 
discretion. 
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2. The Administrator Has Implied Authority to Delegate the 
Power to Make Determination of Probable Cause. It has long 
been well settled that executive and administrative officers may 
delegate duties without explicit authorization. Even though 
Congress, in terms, may have imposed a duty on a particular 
executive or administrative officer, it has been held repeatedly 
that the officer validly may delegate execution of the duty to 
his responsible subordinates, and this despite the absence of 
explicit statutory authority to delegate the duty. This is par¬ 
ticularly true where, as in the present situation, there is not 
involved the issuance of rules and regulations having the force 
and effect of law with general applicability. See John Shillito 
Co. v. McClung, 51 Fed. S6S (C. C. A. 6) (Secretary of Treasury 
may delegate to Assistant Secretary of Treasury power to de¬ 
cide questions of appeals); Lloyd Royal Beige Societe 
Anonyme v. Elting, 61 F. (2d) 745 (C. C. A. 2), cert, denied 
2S9 IT. S. 730 (Secretary of Labor may delegate to an Assistant 
to the Secretary’ of Labor power to impose fines); Plapao Lab¬ 
oratories. Inc., v. Farley, 67 App. D. C. 304, 92 F. (2d) 22S. 
cert, denied 302 U. S. 732 (Postmaster General may delegate 
to a Second Assistant Postmaster General power to issue fraud 
orders). 

No distinction concerning who may delegate has been drawn 
between the executive departments and administrative agen¬ 
cies. 4 It has been held that an immigration inspector in charge 
of a port can delegate to a subordinate inspector the power to 
detain seamen, Lloyd Royal Beige Societe Anonyme v. Elting t 
61 F. (2d) 745 (C. C. A. 2), cert, denied 2S9 U. S. 730; the 
Administrator of the Wage and Hour Division may delegate 
his power to hold w’age order hearings to an examiner, South¬ 
ern Garment Manufacturers Ass n v. Fleming, 74 App. D. C. 
228, 122 F. (2d) 622; and the Postmaster General may dele- 

4 Such a distinction would be illogical: The size of modern administra¬ 
tive agencies and their multiplicity of duties are comparable to those of 
the executive departments decades ago when the courts approved of dele¬ 
gation by the heads of such departments. Cf. Final Report of the Attorney 
General's Committee on Administrative Procedure, pp. 1S-19. 20. App. F. 
pp. 314-326. Thus the considerations underlying judicial approval of dele¬ 
gation are the same for both types of agencies. 
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gate to subordinates the matter of obtaining and presenting 
evidence and conducting hearings, Crane v. Nichols, 1 F. (2d) 
33 (S. D. Tex.). 

Underlying the judicial approval of the authority to dele¬ 
gate in the absence of explicit statutory authorization is the 
recognition that the press of governmental business necessi¬ 
tates delegation. When Congress confides a duty to a partic¬ 
ular officer, it rarely will be presumed to have prohibited 
delegation, particularly where the promulgation of rules and 
regulations having the force and effect of law is not involved, 
since “it never can be reasonable to ascribe to them [Congress] 
a conduct which must defeat every beneficial end they could 
have in view, and render the government an absolutely imprac¬ 
ticable machine.” Williams v. The United States, 1 How. 290, 
297. See, also, Hannibal Bridge Co. v. United States, 221 U. S. 
194. 206; The City of Harvard, 52 F. (2d) 461, 462 (S. D. 
?S T . Y.). 

The general proposition is illustrated by the recent case of 
Shreveport Engraving Co. v. United States, 143 F. (2d) 222, 
226 (C. C. A. 5), cert, denied 65 Sup. Ct. 82. In that case, the 
appellant had been prosecuted and convicted for having vio¬ 
lated conservation orders and directives issued under the War 
Powers Acts. The appellant claimed that the orders and di¬ 
rectives were void because they had been issued neither by the 
President nor by the Chairman of the War Production Board, 
but by a subordinate official to whom the Chairman had dele¬ 
gated the powers conferred by the Acts upon the President and 
by him to the Chairman. The court affirmed the judgment, and 
stated, with respect to the delegation point: 

But it is equally well established that a delegate 
* * * may himself delegate his authority where he has 

either been given express authority to do so or where the 
authority to delegate is implied from the nature of the 
agency * * *. “If the nature of the business, the 
conduct of which is committed to an agent, is such that it 
must be contemplated by the principal that the authority 
conferred on the agent will be exercised through sub¬ 
agents, a power in the agent to delegate that authority 
will be implied.” * * * We think it beyond question 
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that- this record presents a case under these rules not of 
unreasonable and unlawful, but of reasonable and lawful, 
delegation. 

To the same effect are La Porte et al. v. Bitker et al., 145 F. (2d) 
445 (C. C. A. 7); Talbert v. Sims, 143 F. (2d) 958 (C. C. A. 4); 
O'Xeal v. United States, 140 F. (2d) 90S, 913 (C. C. A. 6), cert, 
denied 322 U. S. 729; Gallagher's Steak House . Inc. v. Bowles, 
142 F. (2d) 530. 532 (C. C. A. 2). cert, denied 64 Sup. Ct. 12SS; 
K.&J. Markets, Inc., v. Bowles, 57 F. Supp. 294,296 (D. N. J.). 

Morgan v. United States, 298 U. S. 46S. relied on by plain¬ 
tiffs. supports defendants' position. The rationale of the de¬ 
cision was that the official who hears or reads the testimony and 
hears oral argument thereon in an administrative proceeding 
must make the requisite findings and order. The Court stated 
specifically (pp. 478-479) “Xor should the fundamental ques¬ 
tion be confused with one of mere delegation of authority.” As 
a matter of fact, the Court pointed out (p. 4S1) ‘This necessary 
rule [that the official who decides must hear] does not preclude 
practicable administrative procedure in obtaining the aid of 
assistants in the department. Assistants may prosecute in¬ 
quiries. Evidence may be taken by an examiner. * * *” 

[Italics supplied.] 

The general necessity and desirability of delegation as a 
matter of proper administrative procedure is scarcely open to 
debate. Cf. “Final Report of the Attorney General’s Com¬ 
mittee on Administrative Procedure,” p. 21. The considera¬ 
tions compelling delegation are fully present in respect of the 
Federal Security Administrator. Directing and supervising 
the functions of the Food and Drug' Administration is only 
one of his manifold duties. Yet. the Federal Food, Drug, and 
Cosmetic Act alone casts upon the Administrator the per¬ 
formance of more than thirty functions involving the exercise 
of discretion and judgment. These range from the appoint¬ 
ment and designation of persons who shall perform certain 
functions under the Act, to such varied, complex, and technical 
matters as are involved in providing for the listing and certifica¬ 
tion of batches of harmless and suitable coal tar colors, the 
certification of insulin and insulin-bearing drugs, and the 
promulgation of regulations for standards of identity and qual- 
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ity of foods, tolerances for poisonous and deleterious substances 
used in the production of food, and exemptions from compli¬ 
ance with certain provisions of the Act relating to the labeling 
and packaging of foods, drugs, and cosmetics. The duties 
imposed upon the Administrator by this Act are so manifold 
it is evident that no one man could possibly perform all of them 
adequately. In imposing these duties. Congress must have 
contemplated that many of them would necessarily be per¬ 
formed on behalf of the head of the agency by subordinates 
under his general supervision and direction. 

But the duties which the Administrator is required to di¬ 
rect and supervise under the Federal Food. Drug, and Cosmetic 
Act are by no means the sum total of the functions vested in 
him. In addition, the Administrator is charged with the di¬ 
rection and supervision of the functions of all of the activities 
of, among others, the United States Employment Service, the 
Public Health Service, the Social Security Board, the Office of 
Education, St. Elizabeths Hospital. Freedmen's Hospital, 
Howard University, and the Columbia Institution for the 
Deaf. It would indeed be impossible for these various func¬ 
tions to be performed if. in each instance where the statute 
concerned referred to the performance of an act by the Admin¬ 
istrator, it was held that only the Administrator himself per¬ 
sonally could perform the act. In these circumstances, 
delegation of such matters as making determinations of prob¬ 
able cause under 21 U. S. C. 334 (a) (2) should be permitted 
unless there is a statutory prohibition. Since it is evident that 
the Administrator must necessarily delegate some of his func¬ 
tions in order that they may be performed effectively, it can 
be stated that he has been authorized by necessary implication 
to make delegations. 

It cannot be maintained that the delegation to make de¬ 
terminations of probable cause under 21 U. S. C. 334 (a) (2) 
is a riotous delegation of authority. The authority has been 
delegated to only two persons, those primarily concerned with 
the functioning of the Food and Drug Administration, the 
Commissioner and Assistant Commissioner of Food and Drugs. 
And there is to be noted the fact that the determination is to 
the effect that the labeling of the misbranded article would be 
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in a material respect misleading to the injury or damage of 
consumers. If the Administrator himself were required to 
make the determinations of probable cause, he would have to 
devote, in addition to the time expended by officers and em¬ 
ployees of the Food and Drug Administration and the Com¬ 
missioner of Foods and Drugs, the time needed for some review 
of the facts upon which the determination is based. Cf. Mor¬ 
gan v. United States, 298 U. S. 468. Delay would inevitably 
result. That this could have been the intent of Congress with 
respect to a remedial statute such as the Federal Food, Drug, 
and Cosmetic Act. particularly where there is involved injury 
to the health of the consuming public, is not to be presumed. 

D. The Act does not provide for judicial review of a determination of 
probable cause under 21 U. S. C. 334 (a) (2) 

What plaintiffs seek in the instant action is a judicial re¬ 
view of the administrative determination reached under 21 
U. S. C. 334 (a) (2). or to have a court substitute its judg¬ 
ment for that of the Commissioner of Food and Drugs. Noth¬ 
ing in the Act, however, purports to authorize such procedure. 
See, in this connection. Switchmen's Union of North America 
v. National Mediation Board, 320 U. S. 297, 303, 305; Em¬ 
ployers Group of Motor Freight Carriers, Inc., et al. v. National 
War Labor Board et al., 143 F. (2d) 145 (App. D. C.), cert, 
denied 65 Sup. Ct. 72; National War Labor Board et al. v. 
Montgomery Ward & Co., 144 F. (2d) 528 (App. D. C.), cert, 
denied 65 Sup. Ct. 134. 

The Supreme Court declared in the Switchmen's Union case, 
at page 301. that “Where Congress has not expressly authorized 
judicial review, the type of problem involved and the history 
of the statute in question become highly relevant in deter¬ 
mining whether judicial review may be nonetheless supplied.” 
An indication of Congress’ intention that an administrative 
determination made under 21 U. S. C. 334 (a) shall not be 
reviewed judicially appears not only in the fact that the sec¬ 
tion is silent with respect to any review, but also from a con¬ 
sideration of the proposition that the Act provides that other 
actions of the Administrator shall be subject to review*. Thus, 
Section 701 (e) of the Act (21 U. S. C. 371 (e) requires the 
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holding of public hearings upon a proposal to issue, amend, or 
repeal any regulation contemplated by Section 401. 403 (j), 
404 (a), 406 (a) and (b). 501 (b), 502 (d), 502 (h), 504, and 
604 (21 U. S. C. 341, 343 (j), 344 (a), 346 (a) and (b), 
351 (b). 352 (d), 352 (h), 354, and 364). And subsection 
(f) (1) of Section 701 (21 U. S. C. 371 (f) (1)) provides 
specifically for judicial review in the event of an actual contro¬ 
versy as to the validity of any order under the preceding 
subsection. Note, also, Section 355 of the Act (21 U. S. C. 
505). 

Of at least equal significance is the fact that one version of 
the Act was amended to declare (S. 5, 74th Cong., 1st Sess., 
Sec. 711 (g)) that “The several district courts of the United 
States are hereby vested with jurisdiction to restrain by in¬ 
junction, temporary or permanent, any multiplicity of pro¬ 
ceedings under this section with respect of any food, drug, or 
cosmetic, for cause shown which is satisfactory to the court 
and consistent with the purpose of this Act. Such injunction 
shall contain any conditions deemed by the court to be neces¬ 
sary in the circumstances/’ The bill as enacted, of course, 
omitted such provision. 

Under 21 U. S. C. 334 (a) (2) the Administrator or Com¬ 
missioner of Food and Drugs merely determines that he has 
probable cause to believe that the labeling of the misbranded 
article is misleading in a material respect to the injury or 
damage of the purchaser or consumer. The nature of this dis¬ 
cretionary action, read in the light of the legislative history 
of the section, clearly reveals the intent of Congress to give 
the determination a finality which it denied administrative 
action undertaken under the sections of the Act specified above. 

in 

A court of equity will not restrain Government officials from 
performing the duties vested in them by law 

It has been held time and time again that where an executive 
function has been confided by Congress to the discretion of an 
administrative official, the courts will not compel him to act 
where his conduct is not shown to be illegal or arbitrary. 
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Dunn v* Ickes, 72 App. D. C. 325. 115 F. (2d) 36, cert, denied, 
311 U. S. 69S; Jordan v. Ickes, 143 F. (2d) 152 (App. D. C.), 
cert, denied 65 Sup. Ct. 93. Similarly, the courts will not en¬ 
join the exercise of an administrative discretionary function 
vested in an executive official by law, and substitute their judg¬ 
ment for his. Ambruster v. Mellon, 59 App. D. C. 341, 41 F. 
(2d) 430; Wells v Roper , 246 U. S. 335, 337-338; Transcon¬ 
tinental and Western Air, Inc., v. Farley, 71 F. (2d) 2SS, 290 
(C. C. A. 2), cert, denied, 293 U. S. 603; Louisiana v. McAdoo, 
234 U. S. 627. 633. All that is involved here is the making of 
an administrative determination that there is probably cause 
to believe that the labeling of plaintiffs' product, by reason of 
the false and misleading statements contained therein and the 
failure to warn purchasers of the danger of sensitization by 
reason of the presence in the drug of sulfanilamide, is mislead¬ 
ing in a material respect to the injury or damage of the pur¬ 
chaser or consumer. There is no showing whatever by plain¬ 
tiffs that the defendants are acting illegally or beyond the 
scope of their statutory authority. In the absence of such a 
showing, officials of the Government will not be restrained from 
performing the duties vested in them by statute. This univer¬ 
sal proposition of law is set forth by this Court in Proctor & 
Gamble v. Coe. 6S App. D. C. 246. 250,96 F. (2d) 51S. 522, cert, 
denied. 305 U. S. 604. as follows: 

In the present case there is no contention that the law 
under which the Commissioner proposes to act is un¬ 
constitutional or that his proposed action is not in strict 
compliance with its terms. Xo authority has been 
cited which suggests the propriety of injunctive action 
under the existing circumstances. Consequently, such 
action is not warranted. The position which appellant 
takes is in substance that, if the Commissioner acts as 
is required by law. it will suffer irreparable injury; 
whereas, if he is restrained until the suit pending on ap¬ 
peal in the Third Circuit is terminated, it may perhaps 
be able to avoid that injury. This is not sufficient; it 
falls far short of establishing that the proposed act of 
the Commissioner is illegal and should be enjoined. 
Compare U. S. ex rel Chicago Great Western R. R. v. 
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Interstate Commerce Commission, 294 U. S. 50, 62 

* * *. [Italics supplied.] 

The principle enunciated in Proctor & Gamble v. Coe was 
reaffirmed by this Court in I ekes v. Underwood, et al., 78 App. 
D. C. 396,398,141 F. (2d) 546,548, cert, denied 65 Sup. Ct. 39. 
In that case, the plaintiff sued to annul an order of the Secre¬ 
tary of Interior canceling and disallowing plaintiffs placer 
claim on the ground that it had been located for purposes other 
than mining; that is, for speculative purposes. The lower 
court granted the relief sought. This Court reversed the judg¬ 
ment of the lower court, and repeated the proposition that the 
judicial power will not be interposed to limit or direct the exer¬ 
cise of discretion by public executive officers with respect to 
matters pending within their jurisdiction and control except in 
clear cases of illegality of action. 

National Remedy Co. v. Hyde , 60 App. D. C. 252, 50 F. (2d) 
1066, decided under the Food and Drugs Act of 1906 (21 U. S. C. 
1 et seq. (1934 ed.)) does not aid plaintiffs. The facts in 
that case are clearly distinguishable from those here involved. 
The product of the plaintiff in that action had been proceeded 
against unsuccessfully by the Government on a charge of mis¬ 
branding. For a period of six years thereafter, the plaintiff 
continuously sold its product in interstate commerce without 
the institution of any suit against it. Then the Government 
caused multiple seizure actions to be commenced. Under those 
circumstances, it was held that the commencement of multiple 
libel actions was an arbitrary exercise of power. The distinc¬ 
tion between the Hyde case and the present proceeding is at 
once apparent. It is to be noted, at the outset, that the prod¬ 
uct involved in the instant action was condemned on at least 
three occasions prior to the institution of multiple libel suits. 
Further, the Federal Food, Drug, and Cosmetic Act, with its 
provisions with respect to the making of multiple seizures, was 
enacted after the rendering of that decision. Under the present 
Act, Congress has authorized the making of specified statutory 
determinations. When any one of these is made, the authority 
is furnished for the bringing of multiple suits. The Food and 
Drugs Act of 1906 did not contain such provision, and the fac- 
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tor which was lacking in the Hyde case has been since supplied 
by Congressional enactment. The determination having been 
made that the labeling of plaintiff’s drug would be and is mis¬ 
leading in a material respect to the injury* or damage of the 
purchaser or consumer, it cannot be asserted that defendants 
are acting illegally or in excess of the authority vested in them 
by law. The conclusion must be reached that the Federal Food. 
Drug, and Cosmetic Act not only defines the power, the exer¬ 
cise of which the plaintiffs would enjoin in this case, but de¬ 
clares the manner of its use. The exercise of the power to 
bring multiple condemnation suits in the manner thus au¬ 
thorized, explicit in the Act. cannot be held to be an arbitrary 
or unlawful exercise of statutory authority. It follows that 
plaintiffs have failed to show a present or contemplated abuse 
of lawful duty or wrongful usurpation of authority. Without 
such showing, the action was properly dismissed. 

The plaintiffs attempt to seek solace from United States v. 
50% Dozen Bottles * * * Of Sulfa-Seb et al., 54 F. Supp~ 
759 (W. D. Mo.), supra, which involved a libel suit against 
plaintiffs’ product distributed under the names “Sulfa-Ped’’ 
and “Sulfa-Seb’\ It is difficult to see how* that decision helps 
plaintiffs in any fashion. In this connection, the record dis¬ 
closes that the determination of probable cause made by the 
Commissioner of Food and Drugs under 21 U. S. C. 334 (a) (2) 
that the labeling of plaintiffs’ drug was in a material respect 
misleading to the injury or damage of the purchaser or con¬ 
sumer w*as based on facts found by Dr. Rostenberg and Mr. 
Murray, officials of the Food and Drug Administration (App_ 
11-12). It is clear that two things were found by these officials 
in connection with the labeling of plaintiffs’ product: (1) that 
its therapeutic claims were false and misleading, and (2) that 
it did not apprise purchasers that the drug might sensitize 
them to sulfonamides so as to preclude their subsequent use 
in more serious disease condition. The determination of prob¬ 
able cause of the Commissioner of Food and Drugs, therefore, 
was based on both such findings. With respect to the first 
fact found by Dr. Rostenberg and Mr. Murray, it is to be noted 
that the United States District Court for the Western District 
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of Missouri condemned the labeling of plaintiffs’ product and 
found specifically, at page 764: 

1. The label “Sulfa-Seb” is false and misleading in 
that it represents that the preparation labeled is a rem¬ 
edy effective as a treatment for the commonly known 
maladies affecting the scalp and hair, whereas its only 
value is in relieving an itching scalp and in temporarily, 
in some instance, removing dandruff, and it is false and 
misleading in that it represents that the preparation 
labeled is a treatment or control for infections in the 
scalp and round the follicles of the hair. 

2. The label “Sulfa-Ped” is false and misleading in 
that it represents that the preparation labeled is a treat¬ 
ment of and will control the conditions identified with 
fungus and bacterial conditions of the feet. 

The District Court also found in the Sulfa-Seb case (p. 764) 
that “3. Neither the labels of ‘Sulfa-Seb’ or ‘Sulfa-Ped’ is mis¬ 
branded in that it does not contain an appropriate warning of 
dangers incident to the use of preparations.” With regard to 
the second fact found by Dr. Rostenberg and Mr. Murray, 
however, as to the danger of sensitization, the record reveals 
that the libel of information involved in the Sulfa-Seb suit 
(Exhibit B, attached to the affidavit of George P. Larrick, 
App. 22-24) did not raise the issue of sensitization. The issue 
is raised specifically in the libels filed thereafter (Exhibit C, 
attached to the affidavit of George P. Larrick, App. 25-27). 

Stark v. Wickard, 321 U. S. 288, does not aid plaintiffs. In 
that case, producers sought to enjoin the Secretary of Agri¬ 
culture from carrying out provisions of a milk order provid¬ 
ing for certain payments to cooperatives to be deducted from 
the minimum prices to be paid to the producers. The Su¬ 
preme Court held that the producers had standing to sue in 
view of the intent of Congress as deduced from the statutes 
and precedents involved. But the Court pointed out (p. 306) 
“To reach the dignity of a legal right in the strict sense it 
must appear from the nature and character of the legisla¬ 
tion that Congress intended to create a statutory privilege pro¬ 
tected by judicial remedies,” and we have shown that no such 








30 


intent existed with respect to determinations of probable cause 
made under 21 U. S. C. 334 (a) (2). 

And the following statement from the opinion (pp. 309-310) 
indicates again the repeated view of the Supreme Court that 
administrative actions will not be interfered with by the ju¬ 
diciary if not in excess of statutory authority: 

When Congress passes an Act empowering adminis¬ 
trative agencies to carry on governmental activities, 
the power of those agencies is circumscribed by the au¬ 
thority granted. This permits the courts to participate 
in law enforcement entrusted to administrative bodies 
only to the extent necessary to protect justiciable indi¬ 
vidual rights against administrative action fairly be¬ 
yond the granted powers. [Italics supplied.] 

CONCLUSION 

? For the foregoing reasons, the order and judgment of the 
court below should be affirmed. 

Respectfully submitted, 

Tom C. Clark, 

Assistant Attorney General. 

Edw*ard M. Curran, 

United States Attorney. 
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